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(I) Introduction 



(A) By Paragraphs 14 and 15 of the Tribunal's First Procedural Order dated 29 November 
2012, the Parties agreed to refer their respective requests for document production, if 
disputed between the applicant and responding parties to such requests, to the decision of the 
Tribunal within these arbitration proceedings in accordance with the procedural timetable 
fixed by the First Procedural Order. 

(B) By Paragraph 15.1 of the First Procedural Order, the Parties agreed that, in deciding such 
disputes, the Tribunal may take account of Articles 3 and 9 of the International Bar 
Association's Rules on the Taking of Evidence 2010 (the "IBA Rules") as an additional 
general guide to the exercise of its discretion under Article 41(2) of the ICSID Arbitration 
(Additional Facility) Rules forming part of the Parties' arbitration agreement. 

(C) Pursuant to Paragraph 14.2.7(v) of the First Procedural Order, the Claimants and the 
Respondent submitted to the Tribunal on 15 March 2013 disputes under their respective 
Schedules for document production for decision by the Tribunal, such decision to be issued 
on 29 March 2013 in accordance with the procedural timetable fixed by Paragraph 14.2.7(vi) 
of the First Procedural Order. 

(D) The Claimants' Schedule with its numbered requests is attached to this order marked 
"Appendix A"; and the Respondent's Schedule with its numbered requests is attached to this 
order marked "Appendix B". 

(E) By letter dated 18 March 2013, the Claimants confirmed that no privileged document was 
responsive to the Respondent's requests numbered 3, 6, 7 and 14 in the Respondent's 
Schedule and that, accordingly, the Claimants were not withholding any document so 
requested by the Respondent on the ground of privilege (or otherwise). 

(F) By letter dated 20 March 2013, the Respondent made further submissions relating to (i) 
alleged inaccuracies in the Claimants' representations of the Parties' understandings 
regarding the Claimants' requests for document production (as recorded in the Claimants' 
Schedule); and (ii) alleged inaccuracies in the Claimants' representations of the Parties' 
discussions regarding the "deliberative process privilege" invoked by the Respondent (as also 
recorded in the Claimants' Schedule). 
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(G) By email message dated 21 March 2013, the Claimants objected to the Respondent's 
unsolicited further submissions of 20 March 2013. 

(H) By email message dated 21 March 2013, the Tribunal's president invited (but did not 
order) the Claimants to respond 'de bene esse' to the Respondent's further unsolicited 
submissions as soon as possible, but not later than 22 March 2013 (such invitation being later 
confirmed and here so recorded by the Tribunal as a whole). 

(I) By letter and email message dated 22 and 24 March 2013, pursuant to the Tribunal's 
invitation of 21 March 2013, the Claimants made submissions responding to the two items 
raised in the Respondent's letter dated 20 March 2013. 

(J) Having considered the Parties' respective Schedules, the Claimants' letter dated 18 March 
2013 and (as explained below) the Parties' correspondence dated 20, 22 and 24 March 2013, 
the Tribunal makes the following procedural order in regard to the Parties' respective 
requests for document production in these arbitration proceedings. 
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(II) The Claimants' Requests for Document Production to be made by the Respondent 

(The references below relate to the 103 separate requests listed in the Claimants' 
Schedule, attached hereto as Appendix A. The notations "*" and "+" are explained later 
below). 

1. 1(a)*: The Tribunal understands that the Respondent will produce the documentation here 
requested. It shall do so. 

1(b)*: The Tribunal understands that the Respondent will produce the documentation here 
requested, subject to redactions to protect identifying information. It shall do so. (The 
Tribunal understands that the Claimants do not oppose the Respondent's response to this 
sub-request). 

1(c)*: The Tribunal understands that the Respondent will produce documentation 
explaining abbreviations and acronyms (in addition to the web- site identified by the 
Respondent), as here requested. It shall do so. (The Tribunal understands that the 
Claimants do not oppose the Respondent's response to this sub-request). 

1(d)*: The Tribunal understands that the Respondent will produce a list and brief 
definitions, as here requested. It shall do so. (The Tribunal understands that the Claimants 
do not oppose the Respondent's response to this sub-request). 

2. 2(a)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested (beyond R-20), subject to relevance, materiality 
and privilege. It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

2(b)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 
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2(c)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

2(d) *+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

2(e)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

2(f)*: The Tribunal notes the Respondent's consent to produce certain documentation, as 
identified to the Claimants and recorded in column six to their Schedule. It shall do so. 
Save as aforesaid, the Tribunal rejects this request (as further explained by the Claimants 
in column six of their Schedule) because the requested documentation is insufficiently 
identified and also insufficiently described as a narrow and specific category of 
documentation (Article 3(3)(a) of the IB A Rules). 

2(g)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege 
(beyond C-34, R-25 and R-26). It shall do so. As to privilege, the Tribunal refers to 
Paragraph L below. 

2(h)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

2(i): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be relevant and material (Articles 3(3)(b) and 9(2)(a) of the IBA 
Rules). 



6 



2(j): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

2(k)*: The Tribunal notes the Respondent's consent to produce certain documentation as 
identified to the Claimants and recorded in column six to their Schedule. It shall do so. 
Save as aforesaid, the Tribunal rejects this request (as further explained by the Claimants 
in column six of their Schedule) because the requested documentation is insufficiently 
shown to be reasonably necessary and its production reasonably proportionate (Articles 
3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

2(1): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Article 3(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

2(m): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be relevant and material (Articles 3(3)(b) and 9(2)(a) of the IBA 
Rules). 

2(n): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Article 3(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

2(o)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

3. The Tribunal rejects this request because the requested documentation is insufficiently 
shown to be reasonably necessary and its production reasonably proportionate (Articles 
3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

4. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 
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5. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

6. 6(a)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

6(b)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

6(c)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

6(d)*+:The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

6(6)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

6(f): The Tribunal rejects this request because the requested documentation is 
insufficiently identified and also insufficiently described as a narrow and specific 
category of documentation (Article 3(3)(a) of the IBA Rules). 

6(g) *+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 
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6(h)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

6(i): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

6(j)*+: The Tribunal accepts this request and orders production of the requested 
documentation (excepting R-46 and C-138 already in the Claimants' possession), subject 
to privilege. As to such privilege, the Tribunal refers to Paragraph L below. 

6(k): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

6(1): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

6(m): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

6(n): The Tribunal rejects this request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

6(o)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 
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7. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

8. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

9. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

10. The Tribunal rejects this request because the requested documentation is insufficiently 
identified and insufficiently described as a narrow and specific category of documentation 
(Article 3(3)(a) of the IBA Rules) and also insufficiently shown to be reasonably 
necessary and its production reasonably proportionate (Articles 3(3)(c)(i), 9(2)(c) and 
9(2)(g) of the IBA Rules). 

11. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

12. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

13. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

14. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 
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15. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

16. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

17. The Tribunal rejects this request because the requested documentation is insufficiently 
shown to be reasonably necessary and its production reasonably proportionate (Articles 
3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

18. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

19. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

20. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

21. *+: The Tribunal understands that the Respondent will produce any further responsive 
documentation here requested, subject to relevance, materiality and privilege. It shall do 
so. As to privilege, the Tribunal refers to Paragraph L below. 

22. 22(a)+: The Tribunal notes the Respondent's objection based on privilege. As to such 
privilege, the Tribunal refers to Paragraph L below. 

22(b)+: The Tribunal notes the Respondent's objection based on privilege. As to such 
privilege, the Tribunal refers to Paragraph L below. 
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23. 23(a)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

23(b)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

23(c)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

23(d)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

23(e)+: The Tribunal notes the Respondent's objection based on privilege to this sub- 
request. As to such privilege, the Tribunal refers to Paragraph L below. 

23(f):+ The Tribunal notes the Respondent's objection based on privilege to this sub- 
request. As to such privilege, the Tribunal refers to Paragraph L below. 

23(g): The Tribunal rejects this sub-request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Article 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

23(h)+: The Tribunal notes the Respondent's objection based on privilege to this sub- 
request. As to such privilege, the Tribunal refers to Paragraph L below. 

23(i)+: The Tribunal rejects this sub-request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Article 3(c)(i) of the IBA Rules). 
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24. 24(a)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

24(b)*: The Tribunal understands that the Respondent will produce certain documentation 
here requested (as clarified by the Claimants in the sixth column to their Schedule), as 
identified to the Claimants and recorded in column six to their Schedule. It shall do so. 

24(c)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

24(d)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

24(e)+: The Tribunal notes the Respondent's objection based on privilege to this sub- 
request. As to such privilege, the Tribunal refers to Paragraph L below. 

24(f)+: The Tribunal notes the Respondent's objection based on privilege to this sub- 
request. As to such privilege, the Tribunal refers to Paragraph L below. 

24(g)*: The Tribunal understands that the Respondent will produce certain documentation 
here requested (as clarified by the Claimants in the sixth column to their Schedule), as 
identified to the Claimants and recorded in column six to their Schedule. It shall do so. 

24(h)+: The Tribunal notes the Respondent's objection based on privilege to this sub- 
request. As to such privilege, the Tribunal refers to Paragraph L below. 

24(i): The Tribunal rejects this sub-request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9((2)(c) and 9(2)(g) of the IBA Rules). 
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25. *+: The Tribunal notes the limitation made by the Claimants to this request to certain 
electronic and searchable documentation (with search terms) in the sixth column to the 
Claimants' Schedule. The Tribunal understands that the Respondent will produce such 
further responsive documentation, subject to relevance, materiality and privilege. It shall 
do so. As to privilege, the Tribunal refers to Paragraph L below. 

26. 26(a)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

26(b)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

27. The Tribunal rejects this sub-request because the requested documentation is 
insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9((2)(c) and 9(2)(g) of the IBA Rules). 

28. 28(a)*+: The Tribunal understands that the Respondent will produce any further 
responsive documentation here requested, subject to relevance, materiality and privilege. 
It shall do so. As to privilege, the Tribunal refers to Paragraph L below. 

28(b): The Tribunal understands that the Claimants have withdrawn this sub-request: see 
the sixth column to their Schedule. 

29. *+: The Tribunal notes that this request (as limited by the Claimants in the sixth column 
to their Schedule) is the subject of the Parties' letters dated 20 and 22 March 2013, from 
which the Tribunal understands that the Respondent is willing to produce non-privileged 
communications between the FDA and Health Canada concerning Health Canada's May- 
June 2011 inspection. It shall do so. As to privilege, the Tribunal refers to Paragraph L 
below. Save as aforesaid, the Tribunal rejects this request because the requested 
documentation is insufficiently shown to be relevant and material (Articles 3(3)(b) and 
9(2)(a) of the IBA Rules), insufficiently identified and insufficiently described as a 
narrow and specific category of documentation (Article 3(3)(a) of the IBA Rules) and 
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insufficiently shown to be reasonably necessary and its production reasonably 
proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). 

30. *+: The Tribunal notes that the Claimants withdrew that part of this sub-request relating 
to "Taro": see the sixth column to the Claimants' Schedule. The Tribunal understands that 
the Respondent will produce certain responsive documentation here requested as regards 
"Ranbaxy", subject to privilege. It shall do so. As to privilege, the Tribunal refers to 
Paragraph L below. The Tribunal notes that this request is the subject of the Parties' 
letters dated 20 and 22 March 2013, from which the Tribunal understands that this 
responsive documentation will comprise, according to the Respondent, non-privileged 
Form 483s, EIRs (Establishment Inspection Reports) and final agency actions (in the 
form of warning letters and a letter concerning the FDA's "application integrity policy"). 

31. 31(a)+: The Tribunal notes the Claimants' limitation to this sub-request in column six of 
their Schedule. The Tribunal also notes the Respondent's objection to this sub-request (as 
limited) based on privilege (including the FDA's new policy on redactions). As to such 
privilege (or like impediment), the Tribunal refers to Paragraph L below. (The Tribunal 
notes that this sub-request is the subject of the Parties' letters dated 20 and 22 March 
2013). 

31(b)+: The Tribunal notes the Claimants' limitation to this sub-request in column six of 
their Schedule. The Tribunal also notes the Respondent's objection based on privilege to 
this sub-request (as limited). As to such privilege, the Tribunal refers to Paragraph L 
below. (The Tribunal notes that this sub-request is the subject of the Parties' letters dated 
20 and 22 March 2013). 

32. 32(a)*: The Tribunal understands that the Respondent will produce a redacted Form 483 
as here (inter alia) requested with respect to an inspection of the Sandoz/Novartis facility 
in 2011. It shall do so. The Tribunal notes that this sub-request is the subject of the 
Parties' letters dated 20 and 22 March 2013, from which the Tribunal understands that the 
redaction and non-production of other documentation, according to the Respondent, is 
required owing to an "ongoing investigation". Save as aforesaid, this sub-request is 
rejected because the production of the redacted and other material is currently subject to 
legal impediment (Article 9(2)(b) of the IBA Rules). 
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32(b): The Tribunal rejects this sub-request (as further explained by the Claimants in 
column six of their Schedule) because the requested documentation is insufficiently 
identified and also insufficiently described as a narrow and specific category of 
documentation (Article 3(3)(a) of the IBA Rules). (The Tribunal notes that this sub- 
request is the subject of the Parties' letters dated 20 and 22 March 2013). 

33. 33(a)*: The Tribunal understands that the Respondent will produce any Form 483s and 
EIRs (redacted), as well as any final agency determinations forming part of this sub- 
request relating to Teva's facilities in Irvine and Jerusalem. It shall do so. Save as 
aforesaid, the Tribunal rejects this sub-request because the requested documentation is 
insufficiently shown to be relevant and material (Articles 3(3)(b) and 9(2)(a) of the IBA 
Rules) and also because it is insufficiently described as a narrow and specific category of 
documentation (Article 3(3)(a) of the IBA Rules). (The Tribunal notes that this sub- 
request is the subject of the Parties' letters dated 20 and 22 March 2013). 

33(b): Save as regards overlapping production ordered under sub-request 33(a) above, the 
Tribunal rejects this sub-request because the requested documentation is insufficiently 
shown to be relevant and material (Articles 3(3)(b) and 9(2)(a) of the IBA Rules) and also 
because it is insufficiently described identified and insufficiently described as a narrow 
and specific category of documentation (Article 3(3)(a) of the IBA Rules). (The Tribunal 
notes that this sub-request is also the subject of the Parties' letters dated 20 and 22 March 
2013). 

34. 34(a)*+: The Tribunal understands that the Respondent will produce Form 483s and EIRs 
(redacted), as well as any final agency determinations forming part of this sub-request 
relating to Ranbaxy's facility in India, subject to privilege. It shall do so. As to privilege, 
the Tribunal refers to Paragraph L below. Save as aforesaid, the Tribunal rejects this sub- 
request because the requested documentation is insufficiently shown to be relevant and 
material (Articles 3(3)(b) and 9(2)(a) of the IBA Rules) and also because it is 
insufficiently identified and insufficiently described as a narrow and specific category of 
documentation (Article 3(3)(a) of the IBA Rules). (The Tribunal notes that this sub- 
request is the subject of the Parties' letters dated 20 and 22 March 2013). 
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34(b)*+: Save as regards overlapping production order under sub-request 34(a) above and 
certain documentation which the Respondent has agreed to produce (see below), the 
Tribunal rejects this sub-request because the requested documentation is insufficiently 
shown to be relevant and material (Articles 3(3)(b) and 9(2)(a) of the IBA Rules) and also 
because it is insufficiently identified and insufficiently described as a narrow and specific 
category of documentation (Article 3(3)(a) of the IBA Rules). The Tribunal notes that this 
sub-request is the subject of the Parties' letters dated 20 and 22 March 2013, from which 
the Tribunal understands that the documentation which the Respondent has agreed to 
produce shall comprise Form 483s and any non-privileged EIRs and final agency actions 
(e.g. letters). As to privilege, the Tribunal refers to Paragraph L below. 

35. 35(a): The Tribunal rejects this sub-request (as limited by the Claimants in the sixth 
column of their Schedule) because the requested documentation is insufficiently shown to 
be relevant and material (Articles 3(3)(b) and 9(2)(a) of the IBA Rules). The Tribunal 
also notes that this sub-request (likewise the following sub-request) is the subject of the 
Parties' letters dated 20 and 22 March 2013), from which the Tribunal understands and 
accepts that the redaction and non-production of certain documentation relating to the 
Sandoz/Norvatis facilities, according to the Respondent, is required owing to an "ongoing 
investigation" and its production therefore subject to legal impediment (Article 9(2)(b) of 
the IBA Rules). 

35(b): The Tribunal rejects this sub-request because the requested documentation is 
insufficiently shown to be relevant and material (Articles 3(3)(b) and 9(2)(a) of the IBA 
Rules). (The Tribunal notes that this sub-request is the subject of the Parties' letters dated 
20 and 22 March 2013). 

36. 36(a)*: The Tribunal notes that the Claimants limited this sub-request to Form 483s and 
an update to a list of foreign and domestic inspections previously received from the FDA 
(as also the following sub-requests 36(b) to (d) below): see the sixth column to the 
Claimants' Schedule. As regards this sub-request 36(a), the Tribunal understands that the 
Respondent has agreed to produce certain redacted documentation. It shall do so. The 
Tribunal notes that this sub-request is the subject of the Parties' letters dated 20 and 22 
March 2013, from which it understands that this documentation shall comprise a redacted 
From 483 with respect to an inspection of the Sandoz/Novartis facility in 2011 and that 
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the redaction and non-production of other documentation, according to the Respondent, is 
required owing to an "ongoing investigation". Save as aforesaid, this sub-request is 
rejected by the Tribunal because the production of the redacted and other material is 
currently subject to legal impediment (Article 9(2)(b) of the IBA Rules). 

36(b)*: The Tribunal notes that the Claimants likewise limited this sub-request to Forms 
483s and an update to a list of foreign and domestic inspections previously received from 
the FDA: see the sixth column to the Claimants' Schedule. The Tribunal understands that 
the Respondent has agreed to produce certain documentation. It shall do so. The Tribunal 
notes that this sub-request is the subject of the Parties' letters dated 20 and 22 March 
2013, from which the Tribunal understands that this documentation shall comprise Form 
483s and any non-privileged EIRs and final agency actions (e.g. letters). 

36(c)*: The Tribunal notes that the Claimants likewise limited this sub-request to Forms 
483s and an update to a list of foreign and domestic inspections previously received from 
the FDA: see the sixth column to the Claimants' Schedule. The Tribunal understands that 
the Respondent has agreed to produce certain documentation. It shall do so. The Tribunal 
notes that this sub-request is the subject of the Parties' letters dated 20 and 22 March 
2013, from which the Tribunal understands that this documentation shall comprise Form 
483s and any non-privileged EIRs and final agency actions (e.g. letters). 

36(d)*: The Tribunal notes that the Claimants limited this sub-request to Forms 483s and 
an update to a list of foreign and domestic inspections previously received from the FDA: 
see the sixth column to the Claimants' Schedule. The Tribunal understands that the 
Respondent has agreed to produce certain documentation. It shall do so. The Tribunal 
notes that this sub-request is the subject of the Parties' letters dated 20 and 22 March 
2013, from which the Tribunal understands that this documentation shall comprise Form 
483s and any non-privileged EIRs and final agency actions (e.g. letters). 

37. 37(a): The Tribunal rejects this sub-request (regarding Teva, as further explained by the 
Claimants in column six of their Schedule) because the requested documentation is 
insufficiently identified and also insufficiently described as a narrow and specific 
category of documentation (Article 3(3)(a) of the IBA Rules) and because the requested 
documentation is insufficiently shown to be reasonably necessary and its production 
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reasonably proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). The 
Tribunal also notes that this sub-request (likewise the following sub-request) is the 
subject of the Parties' letters dated 20 and 22 March 2013), from which the Tribunal 
understands that the non-production of documentation, according to the Respondent, is 
also required owing to the FDA's new policy on redacting information concerning third- 
party drug products. 

37(b): The Tribunal rejects this sub-request (regarding Sandoz/Novartis, as also explained 
by the Claimants in column six of their Schedule) because the requested documentation is 
insufficiently identified and also insufficiently described as a narrow and specific 
category of documentation (Article 3(3)(a) of the IBA Rules) and because the requested 
documentation is insufficiently shown to be reasonably necessary and its production 
reasonably proportionate (Articles 3(3)(c)(i), 9(2)(c) and 9(2)(g) of the IBA Rules). (The 
Tribunal notes that this sub-request is also the subject of the Parties' letters dated 20 and 
22 March 2013: see above). 

38. 38(a): The Tribunal understands that no current dispute exists as regards this sub-request 
(as limited by the Claimants in column six of their Schedule), with the Claimants 
indicating that they do not currently request this further documentation from the 
Respondent (albeit reserving the right to request additional documentation at a future 
date). Accordingly, the Tribunal makes no order as regards this sub-request. (The 
Tribunal notes that this sub-request is the subject of the Parties' letters dated 20 and 22 
March 2013). 

38(b): The Tribunal understands that no current dispute exists as regards this sub-request 
(as likewise limited), with the Claimants indicating that they do not currently request this 
further documentation from the Respondent (albeit reserving the right to request 
additional documentation at a future date). Accordingly, the Tribunal makes no order as 
regards this sub-request. (The Tribunal notes that this sub-request is also the subject of 
the Parties' letters dated 20 and 22 March 2013). 

38(c): The Tribunal understands that no current dispute exists as regards this sub-request 
(as likewise limited), with the Claimants indicating that they do not currently request 
further documentation from the Respondent (albeit reserving the right to request 
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additional documentation at a future date). Accordingly, the Tribunal makes no order as 
regards this sub-request. (The Tribunal also notes that this sub-request is the subject of 
the Parties' letters dated 20 and 22 March 2013). 

39. The Tribunal notes that the Respondent states that no documents exist responsive to this 
request and that, in these circumstances, the Respondent does not oppose the 
Respondent's response to this sub-request. Accordingly, the Tribunal makes no order as 
regards this sub-request. 

40. *: The Tribunal notes that the Claimants limited this request to manuals, guidelines and 
instructions: see the sixth column to the Claimants' Schedule. The Tribunal understands 
that the Respondent has agreed to produce such documentation. It shall do so. 

41. The Tribunal notes that the Claimants have withdrawn this request: see the sixth column 
to the Claimants' Schedule. Accordingly, the Tribunal makes no order as regards this sub- 
request. 

42. The Tribunal notes that the Claimants have withdrawn this request: see the sixth column 
to the Claimants' Schedule. Accordingly, the Tribunal makes no order as regards this sub- 
request. 
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(Ill) The Respondent's Requests for Document Production to be made by the Claimants 



(The references below relate to the 14 numbered requests listed in the Respondent's 
Schedule, attached hereto as Appendix B. The notations "*" and "+" are explained later 
below). 

1. *: The Tribunal understands that the Claimants are willing to produce this complete 
(unredacted) document of 1 April 2006 subject to the approval of Barr Laboratories Inc 
or, if such approval is not (or not yet) available, subject to an order to do so by the 
Tribunal. In the circumstances, the Tribunal orders its production on a confidential basis 
between the Parties, subject to: (i) any redaction of any confidential business or 
proprietary information irrelevant and immaterial to the Parties' dispute in this 
arbitration; and (ii) protection of the document under the Confidentiality Order made in 
these proceedings to be confirmed between the Parties or, in default of such confirmation, 
to be decided by the Tribunal. 

2. *: The Tribunal understands that the Claimants will produce documentation here 
requested, as identified in the fifth column to the Respondent's Schedule. They shall do 
so. 

3. *: The Tribunal understands that the Claimants will produce any further responsive 
documentation here requested, subject to its existence (in the Claimants' possession). 
They shall do so. As to attorney-client and other privileges, the Tribunal notes the 
Claimants' statement that they are not currently aware of any responsive documents that 
would be required to be withheld on the ground of any privilege: see the fifth column to 
the Respondent's Schedule. The Tribunal also notes the Claimants' statement in their 
letter dated 18 March 2013 confirming that no privileged document exists and that no 
document is being withheld from production on the ground of privilege (or otherwise) in 
response to this request. 

4. The Tribunal notes the Respondent's clarification of this request, now described as any 
"Contact Reports" or "any other similar documents" which the Claimants received from 
Health Canada's inspection of September to November 2009: see the sixth column to the 
Respondent's Schedule. The Tribunal notes the Claimants' response that, insofar as they 
are aware, no such "Contact Reports" were received by the Claimants and that the 
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Respondent's original phrase "equivalent" is vague. The Tribunal rejects this request 
because the requested documentation, as to "Contact Reports", is not sufficiently shown 
to be in the possession of the Claimants (Article 3(3)(c) of the IBA Rules) and, as to 
"equivalent" or "any other similar documents", is insufficiently identified and also 
insufficiently described as a narrow and specific category of documentation (Article 
3(3)(a) of the IBA Rules). 

5. *+: The Tribunal understands that the Claimants will produce any further responsive 
documentation here requested, subject to its existence (in the Claimants' possession) and 
privilege. They shall do so. As to the attorney-client and other privileges invoked by the 
Claimants, the Tribunal notes the Claimants' statement that they are not currently aware 
of any responsive documents that would be required to be withheld on the ground of any 
privilege: see the fifth column to the Respondent's Schedule. If and to the extent that such 
privilege were to be invoked by the Claimants, the Tribunal refers to Paragraph N below. 

6. *: The Tribunal understands that the Claimants will produce any further responsive 
documentation here requested, subject to its existence. They shall do so. As to attorney- 
client and other privileges, the Tribunal notes the Claimants' statement that they are not 
currently aware of any responsive documents that would be required to be withheld on the 
ground of any privilege: see the fifth column to the Respondent's Schedule. The Tribunal 
also notes the Claimants' statement in their letter dated 18 March 2013 confirming that no 
privileged document exists and that no document is being withheld from production on 
the ground of privilege (or otherwise) in response to this request. 

7. *: The Tribunal understands that the Claimants will produce any further responsive 
documentation here requested, subject to its existence (in the Claimants' possession). 
They shall do so. As to attorney-client and other privileges, the Tribunal notes the 
Claimants' statement that they are not currently aware of any responsive documents that 
would be required to be withheld on the ground of any privilege: see the fifth column to 
the Respondent's Schedule. The Tribunal also notes the Claimants' statement in their 
letter dated 18 March 2013 confirming that no privileged document exists and that no 
document is being withheld from production on the ground of privilege (or otherwise) in 
response to this request. 
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8. *: The Tribunal understands that the Claimants will produce any responsive 
documentation here requested: see the fifth column to the Respondent's Schedule. They 
shall do so. 

9. *+: The Tribunal understands that the Claimants will produce any further responsive 
documentation here requested not already in the Respondent's possession, subject to its 
existence (in the Claimants' possession) and privilege: see the fifth column to the 
Respondent's Schedule. They shall do so. As to the attorney-client and other privileges 
invoked by the Claimants, the Tribunal refers to Paragraph N below. 

10. *+: The Tribunal understands that the Claimants will produce any further responsive 
documentation here requested not already in the Respondent's possession, subject to its 
existence and privilege: see the fifth column to the Respondent's Schedule. They shall do 
so. As to the attorney-client and other privileges invoked by the Claimants, the Tribunal 
refers to Paragraph N below. 

11. *: The Tribunal accepts this request and orders the production of the requested 
documentation. 

12. *: The Tribunal understands that the Claimants will produce documentation here 
requested, as identified in the fifth column to the Respondent's Schedule. They shall do 
so. 

13. The Tribunal notes and accepts the Claimants' statement that no documents responsive to 
this request exist. The Tribunal accordingly makes no order as regards this request. 

14. * The Tribunal understands that the Claimants will produce any further responsive 
documentation here requested not already in the Respondent's possession, subject to its 
existence (in the Claimants' possession): see the fifth column to the Respondent's 
Schedule. They shall do so. The Tribunal notes the Claimants' statement in their letter 
dated 18 March 2013 confirming that no privileged document exists and that no 
document is being withheld from production on the ground of privilege (or otherwise) in 
response to this request. 
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(IV) Conclusion and Summary 



(K) In the exercise of its powers under Article 41(2) of the ICSID Additional Facility Rules, 
the Tribunal orders the production of the documentation identified above against the 
numbered requests (marked "*" above) listed from the Claimants' Schedule and the 
Respondent's Schedule respectively, subject to (where expressly noted) relevance, materiality 
and privilege - as further explained below. Pursuant to Paragraph 14.2.7(vii) of the First 
Procedural Order, the Claimants and the Respondent as the responding parties shall produce 
such documents to the applicant parties as soon as practicable, but no later than 19 April 
2013. The responding parties are requested to produce any documentation as and when that 
documentation becomes available for production and not to delay production until all 
documentation becomes available for production. 

(L) As regards the privilege or privileges (or like impediments) invoked or to be invoked by 
the Respondent (including deliberative process privilege) as a ground for not producing any 
responsive documentation here ordered by the Tribunal "subject to privilege" (marked "+" in 
Part II above), the Respondent shall prepare a privilege log identifying, by reference to any 
ordered document or (if not an identified document) any narrow and specific category of 
documentation, the particular privilege invoked by the Respondent barring such production in 
these proceedings and the particular reasons for such bar in relation to such document or 
documentation. The Tribunal intends that the Claimants shall have an opportunity to respond 
in writing to such privilege log, with the Respondent afforded a brief opportunity to reply to 
such response, also in writing. 

(M) In preparing these further submissions, the Parties are requested to bear in mind that the 
Tribunal has already received their extensive legal submissions regarding deliberative process 
privilege set out in the Claimants' Schedule and the Parties' letters dated 20 and 22 March 
2013. 

(N) As regards the privilege or privileges invoked or to be invoked by the Claimants 
(including attorney-client privilege, attorney work-product doctrine or like impediments) as a 
ground for not producing any responsive documentation here ordered by the Tribunal 
"subject to privilege" (marked "+" in Part III above), the Claimants shall prepare a privilege 
log identifying, by reference to any ordered document or (if not an identified document) any 
narrow and specific category of documentation, the particular privilege invoked by the 
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Claimants barring such production in these proceedings and the particular reasons for such 
bar in relation to such document or documentation. The Tribunal intends that the Respondent 
shall have an opportunity to respond in writing to such privilege log, with the Claimants 
afforded a brief opportunity to reply to such response, also in writing. 

(O) For the time being, the Parties should assume that the Tribunal is minded not to take into 
account deliberative process privilege, attorney-client privilege, attorney work-product 
doctrine privilege (or any other privilege or like impediment) as a matter of any applicable 
law or rules of law, but rather as one or more factors falling within Article 9(2) of the IBA 
Rules. The Tribunal has here taken no decision regarding any waiver of privilege by either 
the Claimants or the Respondent. Such issues should be addressed in the Parties' respective 
further submissions. 

(P) As regards the application of the tests for "relevance" and "materiality" under Articles 
3(3)(b) and 9(2)(a) of the IBA Rules, the Tribunal notes the sharp controversy between the 
Parties, as recorded particularly in the Claimants' Schedule. No tribunal can itself apply these 
tests to all disputed documentation, particularly when (as here) such documentation must 
extend over many thousands of pages; but even with a much more limited exercise, a tribunal 
should not ordinarily receive materials from one party in the absence of the adverse party; 
and, of course, an applicant party cannot check for itself whether the responding party has 
properly applied these tests to any document unless that document is already produced to the 
applicant party. In these circumstances, the Tribunal considers that the tests under Articles 3 
and 9 of the IBA Rules are to be applied necessarily by the responding party, by its legal 
representatives acting in good faith and in accordance with the highest professional standards. 
In that sense, the application of these tests is "self-judging"; but it is a 'judgment' for which 
the responding party and its legal representatives are accountable to the Tribunal, with the 
usual sanctions for non-compliance (including the drawing of adverse inferences at any stage 
of the arbitration). Applied to the present case, in regard to the documentation ordered to be 
produced above "subject to relevance [and] materiality", the Tribunal orders the Claimants 
and Respondent respectively (as appropriate) to certify in writing that the tests for such 
relevance and materiality under Articles 3(3)(b) and 9(2)(a) of the IBA Rules have been 
applied to any documentation not produced on such grounds, with the names of the legal 
representatives responsible for that determination identified in such certification. 
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(Q) Given the urgency and strict timetable imposed by the First Procedural Order in regard to 
document production, the Parties are requested to consult amongst themselves with a view to 
agreeing a timetable for the exchange of these privilege logs, further submissions and 
certifications as soon as possible, but no later than 19 April 2013; or, if no such agreement is 
reached, the Parties are ordered to make their separate proposals to the Tribunal no later than 
22 April 2013. 

(R) Subject to further consultation with the Parties following the Tribunal's receipt of the 
privilege logs and such further submissions, the Tribunal may decide to appoint an 
independent and impartial referee to review disputed documentation withheld on the ground 
of any privilege, pursuant to the procedure suggested by Article 3(8) of the IBA Rules. 

(S) As is evident above, the Tribunal has made use of part of the Parties' correspondence 
dated 20, 22 and 24 March 2013, which are all admitted into the file. Nonetheless, the 
Respondent's unsolicited letter dated 20 March 2013 should not be taken as establishing any 
precedent for this arbitration's procedure. In other circumstances, a party should apply for 
permission from the Tribunal in a timely manner before making such a belated, substantial 
and unscheduled submission, thereby affording the adverse party or parties an opportunity to 
be heard on such an application and without risking adverse affects on the procedural 
timetable fixed by procedural orders. 

(T) The Tribunal notes that the Parties' requests for document production and, more 
particularly, their disputes over such requests, are both more extensive and intensive that was 
originally envisaged, certainly by the Tribunal. It is therefore possible that further disputes 
may arise as to the implementation of this procedural order. In that event, the Parties are 
requested to comply as far as possible with this order and not to delay production owing to an 
unrelated dispute which the Parties and the Tribunal may seek to re-address at a later date. 
Moreover, this procedural order is not intended to preclude an appropriate application by 
either side for further document production, albeit subject to compliance with the IBA Rules, 
particularly Article 3(3)(a) of the IBA Rules. 

Dated 29 March 2013 
Signed for the Tribunal: 



V.V. Veeder (President of the Tribunal) 
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Appendix A 



Apotex Holdings Inc. and Apotex Inc. v. the United States of America (ICSID Case No. ARB(AF)/12/1) 
Claimants' Reply to Respondent's Responses and Objections to Claimants' Requests for Production of Documents 



March 15, 2013 
Page 1 of 82 



No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




Claimants 



The following 
specific documents: 



All FDA Notices 
of Action for 
shipment numbers: 
334-2761279-2/1/1 

112-5302968-4/1/1 

112-8628167-4/1/1 



b. The three 

documents listed 
as attachments to 
R-20. 



R-115.R-118 



R-20 



The requested 
Documents are 
relevant to determining 
whether shipments to 
third-party consignees 
of Apotex products 
were detained and the 
exact content of the 
shipments. 



The requested 
Documents are 
relevant to determining 
the evidentiary support 
for FDA's 2008 
request for a "priority 
inspection" of 



The United States will 
produce the documents. 



The United States will 
produce information in 
the requested documents, 
with redactions to protect 
personal identifying 
information ("PII"). Art. 
9(2)(b). 



Apotex does not oppose the 
US's response to Request No. 
1. 



1 Apotex's Note: All capitalized terms used by Claimants herein have the same definition as in the Claimants' Memorial, dated July 30, 2012. 

2 Apotex's Note: "Documents" shall have the same definition as used in the International Bar Association Rules on the Taking of Evidence in International Arbitration, adopted 29 
May 2010, and shall further include all draft versions of requested documents and shall exclude all documents generated or previously provided to Apotex. 

3 Apotex's Note: All Documents requested by Claimants are not in Apotex's possession, custody or control. Claimants further believe that because all Documents requested by 
Apotex were generated or received by FDA, such Documents are in FDA's possession, custody or control. 

4 US's Note: For clarity throughout, where the United States has responded that it will produce any responsive, non-privileged documents that are relevant and material to the case, 
the United States makes no representation that such documents exist. The United States reserves its right to withhold from production any document, or portions of documents, 
containing privileged information or information that is otherwise excludable, including in accordance with the 2010 IB A Rules on the Taking of Evidence in International 
Arbitration ("IBA Rules"). 

5 US's Note: The United States reserves its right to modify its responses or objections based on additional information obtained during the search, collection, or production 
process. 

6 US's Note: Nothing in the United States' responses or objections implies any agreement with Apotex's comments characterizing U.S. positions in this arbitration. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



c. Documents 

sufficient to reflect 
the explanation or 
meaning of 
abbreviations used 
in documents 
submitted by 
FDA, such as 
those referenced in 
R-25, R-26, R-42, 
R-46 and R-73. 



d. Documents 
reflecting 



R-25, R-26, 
R-42, R-46, 
R-73 



R-115,R-118, 
R-119 



Apotex 's Etobicoke 
facility. 



The requested 
Documents are 
relevant to determining 
which FDA offices 
generated particular 
documents and are 
necessary to 
understanding and 
interpreting documents 
submitted and relied on 
by FDA, which use 
different codes to refer 
to specific FDA 
offices, among other 
things. 



The requested 
Documents are 



Claimants' request is 
overbroad in that it fails to 
articulate the specific 
abbreviations they would 
like explained. Art. 
3(3)(a)(ii). 

Although many 
abbreviations are publicly 
available on FDA's 
website, the United States 
expects to produce hard 
copies of several sources 
providing abbreviations 
and acronyms. The 
United States refers 
Claimants to a public 
database for FDA 
acronyms and 
abbreviations, available 
here: 

http://www.accessdata.fda 
.gov/scripts/cder/acronym 
s/index.cfm 



The "Intermediate" and 
"Final Admissibility" 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



explanations of 
"Intermediate" and 
"Final 

Admissibility" 
Activity 

Description codes, 
as used in R-115, 
R-118, andR-119, 
and the standards 
used to apply such 
codes. 



relevant to 

understanding what the 
notations in R-l 15, R- 
118, and R-l 19 mean 
and how such forms 
are filled out. 



Activity Descriptions, as 
used in the charts at R- 
115, R-118, andR-119, 
reflect actual actions 
taken by FDA field 
offices with respect to the 
relevant entries. As a 
result, there are no 
"standards used to apply 
such codes." 
A "Final Admissibility" 
activity description, for 
example, will describe 
either FDA's release or 
refusal of an 
entry. "Intermediate 
Admissibility" activities 
vary, and may include a 
description of any activity 
occurring between FDA's 
receipt of an entry to the 
release or refusal of that 
entry. The United States 
expects to prepare and 
produce a list and brief 
definitions of the 
intermediate and final 
admissibility activity 
descriptions in charts R- 
115, R-118, andR-119. 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Apotex Holdings Inc. and Apotex Inc. v. the United States of America (ICSID Case No. ARB(AF)/12/1) March 15, 2013 

Claimants' Reply to Respondent's Responses and Objections to Claimants' Requests for Production of Documents Page 4 of 82 



No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Claimants 



wim respeci 10 me 


iviciiiuriai, 


December 10-19 


narpw 1 47- 


irwneption of tlie 


149 

It/ 


Etobicoke facility, all 




Documents generated 


WS of Bruce 


witnm bDA 


Clark, 


regarding: 


paras. 24-zo 


a. the purpose, 




reason, or 


WS of 


motivation for 


Bernice Tao, 


conducting the 


paras. 39-40 




C-34, C-37 


including reasons 


why CDER 




allegedly 


Counter- 


requested a 


Memorial, 


"directed" 


paras. 72-81 


inspection; 




WS of 




Carmelo 




Rosa, paras. 




30-38 


b. FDA's internal 




review and 




ultimate approval 




of the request to 




conduct an 




inspection; 





The requested 
Documents are 
relevant to determining 
the sufficiency of, and 
evidentiary support for, 
the US's assertions 
regarding FDA's 
inspection findings, as 
well as to understand 
FDA' s concerns 
regarding Apotex 's 
compliance with 
cGMP, whether 
staffing decisions are 
related to those 
concerns and the 
purpose of the 
inspection (i.e., PAI vs. 
cGMP), how FDA 
decides how long to 
spend at each 
inspection, how FDA 
prepared to inspect the 
facilities, how FDA 
contemporaneously 
assessed the facility, 
what FDA's evaluation 
and decision-making 
process is regarding 
enforcement actions, 



a. The United States has 
already submitted 
documents responsive 
to this request (R-20). 
Art. 3(3)(c)(i). 

• See also Emerson 
Statement f 5, Rosa 
Statement f 24. 

The United States will, 
nevertheless, produce 
any responsive, non- 
privileged documents 
that are relevant to the 
case and material to its 
outcome. 



b. The United States will 
produce any 
responsive, non- 
privileged documents 
that are relevant to the 
case and material to its 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex clarified that with 
respect to 2(f), Apotex seeks 
documents generated, 
produced, or completed by the 
inspectors before conducting 
the inspection. With respect 
to 2(k), Apotex seeks 
documents such as notes, 
minutes, and/or reports 
concerning close-out 
meetings. 

Following the parties' 
discussion, the US has 
withdrawn its overbreadth 
objections and agreed to 
produce certain documents in 
response to 2(f) and (k). 
Accordingly, Apotex looks 
forward to receiving 
documents responsive to 2(a)- 
(h), (k), and (o). 

However, the US continues to 
maintain general objections on 
the basis of relevance and 
materiality and specific 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



c. the decision as to 
how many and 
which inspectors 
to assign to the 
inspection; 



d. scheduling the 
date and duration 
of the inspection; 



all instructions, 
assignments, or 
guidance given by 
FDA to inspectors 
before or during 
the inspection; 



and to show to what 
extent FDA took into 
consideration Apotex' s 
responses. 



outcome. 



c. Claimants fail to 
explain how the 
requested documents 
are relevant to the case 
and material to its 
outcome. Art. 9(2)(a). 

The United States will, 
nevertheless, produce 
any responsive, non- 
privileged documents 
that are relevant to the 
case and material to its 
outcome. 



d. See response to 
request 2.c. 



e. Claimants fail to 
explain how the requested 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

Claimants already possess 
responsive documents 
including the 2008 
Etobicoke FACTS Cover 
Sheet (R-25 and the 2008 
Etobicoke EIR (R-26). 



objections to 2(j) and (l)-(n) 
on the basis of pre-decisional 
deliberative privilege. 

Apotex 's request seeks a 
narrow and specific category 
of documents relating to 
FDA's inspection of the 
Etobicoke facility. While the 
US does not object to the 
relevancy or materiality of 
any category of requested 
documents, it has failed to 
articulate what criteria or 
basis it intends to use when 
determining whether a 
document is "relevant to the 
case and material to its 
outcome." 

Apotex remains concerned 
that the US intends to apply 
subjective and undefined 
standards to determine 
relevancy and materiality, and 
to the extent the US reserves 
objections and privileges 
without expressly and 
specifically defining them. 
Apotex requests that the 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



f. preparation for the 
inspection; 



Art. 3(3)(c)(i). 

• See also Emerson 
Statement 15. 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



f. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants' request is 
overbroad and non- 
specific. Claimants fail to 
describe this broad 
category in sufficient 
detail to enable the United 
States to respond. Art. 
3(3)(a)(ii). 

Claimants also fail to 
explain how the requested 
documents are relevant to 
the case and material to its 
outcome. Art. 9(2)(a). 



Tribunal overrule the US's 
objection and order the US to 
produce documents 
responsive to Apotex' s 
requests. 

While the US has submitted 
certain documents with its 
Counter-Memorial that may 
be responsive to Apotex' s 
requests, doing so does not 
relieve the US of its obligation 
to provide all other documents 
responsive to Apotex' s 
requests. To the extent that 
other documents responsive to 
any subpart of this request 
exist, Apotex requests that 
they be produced and asks that 
the Tribunal order the US to 
do so. For example, with 
respect to 2(i), R- 16 provides 
FDA's general guidelines for 
classifying inspections. 
However, Apotex has 
requested documents 
reflecting the specific analysis 
FDA conducted following the 
December 10-19, 2008 
inspection when determining 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




g. generated, 
produced, or 
completed by 
inspectors in 
connection with 
the inspection, 
including Forms 
483, meeting 
minutes, notes, 
reports, or 
memoranda; 



exchanged 
between the 
inspectors 
assigned to the 
inspection or 
between the 
inspectors and 
FDA (including 
CDER) regarding 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Claimants possess 
potentially relevant 
documents. Art. 3(3)(c)(i). 

• See Emerson Statement 
f 6, referencing 
documents in the 
record: C-15, C-21. 



g. Claimants already 
possess the Form 483 (C- 
34), FACTS Cover Sheet 
(R-25), and EIR (R-26) 
for the Etobicoke 2008 
inspection. Art. 3(3)(c)(i). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



h. See response to request 
2-g. 



how to classify Apotex' s 
inspection. 

Apotex opposes the US's 
application of deliberative 
process privilege to 2(j) and 
(l)-(n) for the reasons noted in 
response to Request No. 3 
below, and asks the Tribunal 
to overrule the US's objection 
and order production of 
responsive documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




J- 



that inspection; 



how to classify 
the inspection and 
determine the 
Official Action 
Indicated of the 
inspection; 



FDA/CDER 
review of the 
inspectors' 
findings from the 
inspection, 
including CDER's 
evaluation of the 
inspection package 
and FDA's final 
classification of 
the facility as 
acceptable or 



Responses /Objections 
to 

Document 
Request 5 



i. Claimants' request fails 
to comply with the IBA 
Rules. 

The United States has 
already provided 
responsive documents 
(e.g., R-16) explaining the 
process for such 
classifications. Art. 
3(3)(c)(i). 

Claimants fail to explain 
why additional documents 
are relevant to the case or 
material to its outcome. 
Art. 9(2)(a). 

j. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants already posses 
responsive documents 
concerning FDA's final 
review and classification 
of the inspection (R-25, 
C-41). Art. 3(3)(c)(i). 

Claimants' request 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




unacceptable; 



k. close-out meetings 
for the inspection; 



1. preparing and 
finalizing Forms 
483 and EIRs for 
the inspection; 



Responses /Objections 
to 

Document 
Request 5 



appears designed to obtain 
pre-decisional information 
reflecting internal agency 
deliberations. The United 
States objects to the 
production of additional 
documents on the basis of 
legal impediment or 
privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



k. Claimants' request fails 
to comply with the IBA 
Rules. 

"Close-out meetings" 
were attended by FDA 
inspectors and Apotex 
Inc. management. 
Claimants therefore 
possess any relevant 
documents. Art. 
3(3)(c)(i). 



1. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants possess the 
final Form 483 (C-34) and 
EIR (R-26) from the 2008 
Etobicoke inspection. Art. 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




m. CDER's review of 
the inspection 
findings and its 
evaluation as to 
whether to initiate 
any enforcement 
actions; 



n. the observations 
listed on the Form 
483 issued to 
Apotex on 
December 19, 
2008; and 



Responses /Objections 
to 

Document 
Request 5 



3(3)(c)(i). 

To the extent that 
Claimants are requesting 
any drafts or pre- 
decisional documents that 
may or may not exist, the 
United States objects to 
the request on the basis of 
legal impediment or 
privilege. Art. 9(2)(b)); 
see also Art. 9(2)(f). 



m. See response to request 
2-j- 



n. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants possess the 
Form 483 issued to 
Apotex on December 19, 
2008 and its observations 
(C-34). Art. 3(3)(c)(i). 

To the extent that Apotex 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



o. Apotex' s 

January 30, 2009 
response to the 
Form 483 issued 
on December 19, 
2008. 



is requesting any drafts or 
pre-decisional documents 
that may or may not exist, 
the United States objects 
to the request on the basis 
of legal impediment or 
privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



o. The United States will 
produce any responsive, 
non-privileged documents 
that are relevant to the 
case and material to its 
outcome. 



Claimants 



All Documents 
generated within FDA 
regarding the 
Warning Letter No. 
320-09-06, issued on 
June 25, 2009 in 
connection with the 
Etobicoke facility, 
including any 
communication 
between FDA, CDER, 
and/or the Etobicoke 
inspection team, and 
any other information 
used to determine the 
grounds on which to 



Memorial, 
paras. 152- 
158 
C-41 

Counter- 
Memorial, 
paras. 84-85 

WS of 
Carmelo 
Rosa, paras. 
38-40 

WS ofDebra 
M. Emerson, 
paras. 27-30 



The requested 
Documents are 
relevant to evaluating 
FDA' s position 
concerning the basis of 
the Warning Letter and 
to assess FDA' s 
deliberative process 
culminating in the 
decision to issue the 
Warning Letter, the 
timing of the issuance 
of the Warning Letter, 
and to show where the 
first ground mentioned 
in the Warning Letter 



Claimants' request fails to 
comply with the IBA 
Rules. 

Claimants possess the 
final agency 

determination as reflected 
in the Warning Letter (C- 
41), which explains the 
grounds on which the 
letter was based. Art. 
3(3)(c)(i). 

• See also Emerson 
Statement f 30, 
Rosa Statement f 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
the US has asserted pre- 
decisional deliberative process 
privilege over all documents 
except final agency decisions. 
Apotex opposes the US's 
application of deliberative 
process privilege and requests 
that the Tribunal overrule the 
US's application of 
deliberative process privilege 
and require the US to produce 
responsive documents for the 
following reasons. The US's 
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Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
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issue Warning Letter 



came from because it 
was not contained in 
the Form 483. 



Claimants appear to be 
requesting drafts or pre- 
decisional documents 
reflecting FDA's internal 
deliberations. The United 
States objects to the 
production of any such 
documents, to the extent 
they exist, on the basis of 
legal impediment or 
privilege. Art. 9(2)(b); 
see also Art. 9(2)(f). 



invocation of the "deliberative 
process privilege" ("DPP") 
under US law is without merit 
and should be dismissed. 
Article 1131(1) of the 
NAFTA directs this Tribunal 
to decide this dispute in 
accordance with the NAFTA 
and international law, not US 
law. NAFTA and other 
tribunals applying 
international law have 
repeatedly rejected the 
assertion of similar 
deliberative process privileges 
where, as here, no state secrets 
or other compelling public 
interests were implicated. 7 

The sole authority relied on by 
the US in support of its 
position - a procedural order 
in Glamis Gold v. United 
States - is inapposite. In that 
case, each of the disputing 
parties consented to the 
application of US law (rather 



7 Legal Authority CLA-042, Pope Talbot v. Canada, Award of April 10, 2001 1 193; Legal Authority CLA-478, UPS v. Canada, Decision of the Tribunal Relating to Canada's 
Claim of Cabinet Privilege of October 8, 2004 111; Legal Authority CLA-479, Biwater Gauffv. Tanzania, Procedural Order No. 2 of May, 2006, pp. 8-9. 
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Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



than the international law 
specified in the NAFTA). 8 
These proceedings, however, 
are governed by international 
law, and international law 
does not admit such a 
privilege. The US thus cannot 
"invoke domestic notions of 
public interest and policy 
relating to the operations of its 
own Government as a basis to 
object to the production of 
documents which are relevant 
to determine whether the State 
has violated its international 
obligations and whether, 
therefore, its international 
responsibility is engaged." 9 

In the international arbitration 
context, tribunals have 
consistently rejected 
assertions of "special 
institutional or political 
sensitivity" if the asserting 
party failed to sustain its 



Legal Authority CLA-480, Glamis Gold, Ltd. v. United States of America, Decision on Parties' Requests for Production of Documents Withheld on Grounds of Privilege of 
November 17, 2005, ff 19-20. 

9 Legal Authority CLA-479, Biwater Gauffv. Tanzania, Procedural Order No. 2 of May 2006, p. 8. 
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burden to show claimed 
sensitivity. 10 Tribunals have 
held that the privilege should 
not apply to documents that 
show bias or improper 
conduct on the part of the 
governmental agency and 
warned that the overriding 
principle of equality of parties 
could be jeopardized by a 
privilege that belongs to only 
one of the parties. 1 1 Here, the 
US has not explained the 
grounds for its assertion of 
privilege, thus failing to meet 
its burden. Moreover, the 
application of such privilege 
would deprive Apotex (and 
the Tribunal) of a meaningful 
opportunity to test both (i) the 
numerous assertions made by 
the US that the measure at 
issue - the Import Alert - was 



Legal Authority CLA-364, Pope Talbot v. Canada. Decision of September 6, 2000 11 1.4, 1.6; Legal Authority CLA-481, Merrill & Ring Forestry v. Canada, Decision of the 
Tribunal on Production of Documents, July 18, 2008 11 19-22; Legal Authority CLA-482, Canada-Measures Affecting the Export of Civilian Aircraft, WT/DS70/R, Report of the 
Panel of April 14, 1999, n.633; Legal Authority CLA-483, Clayton v. Canada, Procedural Order No. 13 of July 1 1, 2012 H 24-26, 28; Legal Authority CLA-478, UPS v. 
Canada, Decision of the Tribunal Relating to Canada's Claim of Cabinet Privilege of October 8, 2004 H 12, 14; Legal Authority CLA-484, ADF Group Inc. v. United States of 
America, Procedural Order No. 3118. 

11 Legal Authority CLA-483, Clayton v. Canada, Procedural Order No. 13 of July 11,2012145; Legal Authority CLA-042, Pope Talbot v. Canada, Award of April 10, 2001 1 
193. 
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the result of FDA's careful 
assessment and reasoned 
decision 12 and (ii) the 
allegations made by Apotex 
that the Import Alert was the 
result of FDA's intentionally 
wrong conduct. 

In any event, the US objection 
would not be sustained by a 
US court applying US law (if 
it were applicable, which is 
not the case). First, DPP, as 
any evidentiary privilege, 
applies to a particular 
document (not an unbounded 
universe of the agency' s 
internal records). Blanket 



See, e.g., \ 337 of the Counter-Memorial ("C-M") (asserting that the alleged risk-based analysis produced different result for Teva and Apotex); C-M \ 80 ("investigators' 
findings were sufficiently serious that they recommended classifying the Etobicoke facility as 'Official Action Indicated'"); C-M f 84 ("CDER concluded that drugs from the 
facility were deemed 'adulterated' under U.S. law"); C-M f 86 (due to "the significance of the cGMP problems at Etobicoke and the complaints FDA had received about Apotex 
drugs, CDER requested a 'directed' inspection"); C-M ff 99-100 (CDER purportedly determined that the Signet facility "posed significant potential public health risks" such that 
drugs from that facility were "adulterated" and, allegedly due to "the number and systemic nature of cGMP violations" and their "potential impact on public health," CDER 
recommended the imposition of the Import Alert); C-M f 189 ("Mr. Goga and his colleagues recommended that CDER maintain "Official Action" with respect to Etobicoke, 
specifying that the Import Alert should remain in place and that all pending applications be withheld"); see also Rosa Witness Statement f 79 and Goga Witness Statement f 29 
(same); Rosa Witness Statement f 59 (Rosa convened a team meeting with CDER Compliance Officers to discuss investigators' observations following 2009 Signet inspection and 
"determined that the violations at Signet. . .required prompt action" including "recommending addition of the firm to an Import Alert"); Rosa Witness Statement f 61 (the process 
of approval of the Import Alert placed on Apotex); Payne Witness Statement ff 30-32 (same); Emerson Witness Statement ff 24-28 (Emerson and inspection team sent 2008 
Etobicoke Form 483 to CDER for review. Emerson then drafted EIR and recommendation to classify Etobicoke as OAI and withhold approval of several AND As, which was 
reviewed and approved by District Officer Supervisor Gary Hagan, ultimately leading to issuance of a Warning Letter). 
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Document 
Request 5 
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objections are not 
sustainable. 13 As a result of 
the lack of any detail as to 
what documents over which 
the US claims privilege, 
Apotex is not in a position to 
reply to the US's assertion of 
privilege as to any particular 
document. Second, the 
following documents are not 
privileged under US law: 

(a) Documents, which a 
litigant seeks to use both as a 
"sword" and a "shield." 14 As 
noted above (n. 12), the US 
relies on the results of FDA's 
"investigations," 
"evaluations," and "findings." 
Thus, it cannot withhold those 
same "investigations," 
"evaluations," and "findings" 
from scrutiny. 

(b) Documents that form the 



Tribunal's 
Decisions 



13 Legal Authority CLA-485, Public Citizen, Inc. v. Office of Management & Budget, 598 F.3d 865, 875 (D.C. Cir. 2009) (DPP does not have "blanket" application). 

14 Legal Authority CLA-486, Chevron Corp. v. Pennzoil Co., 91 A F.2d 1 156, 1 162 (9th Cir. 1992) ("The privilege which protects attorney-client communications may not be 
used both as a sword and a shield."); Legal Authority CLA-487, Bobkoski v. Board ofEduc, 141 F.R.D. 88, 91 (N.D. 111. 1992) (noting that the primary rationales for the 
deliberative process privilege and the attorney client privilege are analogous). 
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basis of FDA's "final" 
decision. 15 Here, FDA's 
Import Alert was the final 
decision that created long- 
standing legal consequences 
for Apotex. 

(c) Documents comprising 
factual, as opposed to 
deliberative, material. 16 
Although Apotex does not 
have the benefit of knowing 
the documents that are at issue 
here, it is expected that most 
of them are factual in nature 
as they pertain to FDA's 
"findings" regarding certain 
facilities of Apotex, Sandoz, 
Teva and Ranbaxy. 

(d) Documents pertaining to 
specific investigations, as 
opposed to documents 
regarding "broader 



Legal Authority CLA-488, N.L.R.B. v. Sears, Roebuck & Co., All U.S. 132, 158-9 (1975) (documents relating to the agency's final decision were not protected by DPP, while 
documents relating to a non-final decision were); Legal Authority CLA-489, Coastal States Gas Corp. v. Department of Energy, 617 F.2d 854, 866 (D.C. Cir. 1980) (a 
"document can lose the protection if it is adopted, formally or informally, as the agency position on an issue or is used by the agency in its dealings with the public"). 
16 Legal Authority CLA-490, In re Subpoena Served Upon Comptroller of Currency, and Secretary ofBd. of Governors of Federal Reserve System, 967 F.2d 630, 634 (D.C. Cir. 
1992); Legal Authority CLA-489, Coastal States Gas Corp., 617 F.2d at 867 (Deliberative documents "reflect the give-and-take of the consultative process" and include 
"subjective documents which reflect the personal opinions of the writer rather than the policy of the agency.") 
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overarching policy 
framework." 17 Here, the 
documents subject to 
objection relate to specific 
investigations of Apotex, 
Sandoz, Teva and Ranbaxy. 

In any event, DPP is a 
qualified, not absolute, 
privilege. 18 In determining 
whether to accept its assertion, 
a court or tribunal applying 
US law must weigh 
competing interests and assess 
the significance of the 
documents for the case. 19 
Moreover, where there is a 
reason to believe that the 
documents sought may shed 
light on government 



17 Legal Authority CLA-491, Waters v. US, 218 F.R.D. 323, 324 (D.C. Cir. 2003); Legal Authority CLA-492, Fares Pawn, LLC v. Indiana, 2012 WL 3580068, at *4 (S.D. Ind. 
2012) (finding that the documents at issue did not compare plaintiff's application with other applications or discuss how the granting or denying of a license at issue would fit into 
"the broader overarching policy framework;" because the documents contained recitation of factual determinations relevant only to plaintiff's application and the fact-intensive, 
particularized findings were at the heart of the litigation against plaintiff rather than part of a broader policy discussion, DPP did not apply). 

18 Legal Authority CLA-493, FTC v. Warner Communications Inc., 742 F.2d 1156, 1161 (9th Cir. 1984). 

19 Legal Authority CLA-494, In re Sealed Case, 856 F3d 268, 272 (D.C. Cir. 1988); Legal Authority CLA-491, Waters v. US, 218 F.R.D. at 324 (notes taken by investigators 
that led to the charges at issue were the "very heart and soul" of plaintiff's case and thus the privilege did not apply). 
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misconduct, the privilege is 
routinely denied. 20 



Claimants 



All Documents 
generated within FDA 
regarding the 
telephone conference 
between FDA and 
Apotex held on July 
8, 2009. 



WS of 
Carmelo 
Rosa, para. 42 



The requested 
Documents are 
relevant to determine 
FDA' s purpose and 
preparation for this 
telephone conference 
and its anticipated 
outcome. 



Claimants fail to explain 
why the requested 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



Legal Authority CLA-495, In re Franklin Nat'l Bank Sec. Lit., 478 F. Supp. 577, 582 (E.D.N. Y. 1979) ("Government documents are protected from discovery so that the 
public will benefit from more effective government; when the public's interest in effective government would be furthered by disclosure, the justification for the privilege is 
attenuated. Thus, for example, where the documents sought may shed light on alleged government malfeasance, the privilege is denied."); Legal Authority CLA-496, Bank of 
Dearborn v. Saxon, 244 F. Supp. 394, 401-03 (E.D. Mich. 1965) ("the real public interest under such circumstances is not the agency's interest in its administration but the 
citizen's interest in due process"), ajfd, 377 F.2d 496 (6th Cir. 1967). 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Claimants 



All Documents 
generated within FDA 
regarding FDA's 
evaluation, 
assessment, and 
internal review of 
Apotex 's July 17, 
2009 response to 
Warning Letter No. 
320-09-06, issued on 
June 25, 2009 in 
connection with the 
Etobicoke facility. 



Memorial, 
paras. 157- 
158 

C-44 

Counter- 
Memorial, 
para. 85 

WS of 
Carmelo 
Rosa, paras. 
37-38, 42-45 



The requested 
Documents are 
relevant to understand 
FDA' s position and to 
assessing the extent to 
which FDA took into 
consideration Apotex' s 
both immediate and 
planned remediation 
actions in response to 
the Etobicoke Form 
483. 



The United States will 
produce any responsive, 
non-privileged documents 
that are relevant to the 
case and material to its 
outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



Claimants 



With respect to the 
July 27 -August 14, 
2009 inspection of the 
Signet facility, all 
Documents generated 
within FDA 
regarding: 



a. the purpose, 
reason, or 
motivation for 
conducting the 
inspection, 
including reasons 
why CDER 
allegedly 
requested a 



Memorial, 
paras. 159- 
184, 195, 196 

WS of Bruce 
Clark, 

paras. 27-32 

WS of 
Bernice Tao, 
paras. 41-45 

WS of Jeremy 
Desai, paras. 
41-47 



The requested 
Documents are 
relevant to evaluating 
FDA' s position 
concerning the need 
for, and results of, the 
inspection and to 
determine the 
sufficiency of, and 
evidentiary support for, 
the US's assertions 
regarding FDA's 
inspection findings, as 
well as to understand 
FDA' s concerns 
regarding Apotex 's 



a. Claimants already 
possess responsive 
documents, including the 
2009 Signet EIR (R-42). 
Art. 3(3)(c)(i). 

• See also Payne 
Statement ff 8-9, 
Rosa Statement f 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex clarified that with 
respect to 6(f), Apotex seeks 
documents generated, 
produced, or completed by the 
inspectors before conducting 
the inspection. With respect 
to 6(k), Apotex seeks 
documents such as notes, 
minutes, and/or reports 
concerning close-out 
meetings. 

Following the parties' 
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Requesting 
Party 1 
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Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




"directed" 
inspection; 



b. FDA's internal 
review and 
ultimate approval 
of the request to 
conduct an 
inspection; 



c. the decision as to 
how many and 
which inspectors 
to assign to the 
inspection; 



d. scheduling the 
date and duration 
of the inspection; 



C-61, C-62, 
C-63, C-81 

Counter- 
Memorial, 
paras. 86-94, 
105, 160 

WS of 
Carmelo 
Rosa, paras. 
46, 47 

WS of Lloyd 
Payne, paras. 
8-9, 15, 27 

R-42, R-43 



compliance with 
cGMP and its 
motivations for 
conducting what was 
described in witness 
testimony as "unusual" 
in many respects, e.g., 
the inspection was 
intense, one of 
Apotex 's executives 
was asked to sign 
affidavits and the 
company asked to call 
CDER afterwards. The 
Documents are further 
relevant to whether 
staffing decisions are 
related to those 
concerns and the 
purpose of the 
inspection (i.e., PAI vs. 
cGMP), why the focus 
and composition of the 
inspection team 
changed, how FDA 
decides how long to 
spend at each 
inspection, how FDA 
prepared to re-inspect 



The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



b. The United States will 
produce any responsive, 
non-privileged documents 
that are relevant to the 
case and material to its 
outcome. 



c. Claimants fail to 
explain how the requested 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



d. See response to request 
6.c. 



discussion, the US has 
withdrawn its overbreadth 
objections and agreed to 
produce certain documents in 
response to 6(f) and (k). 
Accordingly, Apotex looks 
forward to receiving 
documents responsive to 6(a)- 
(h), (k), and (o). 

However, the US continues to 
maintain general objections on 
the basis of relevance and 
materiality and specific 
objections to 6(j) and (l)-(n) 
on the basis of pre-decisional 
deliberative privilege. 

Apotex 's request seeks a 
narrow and specific category 
of documents relating to 
FDA's inspection of the 
Etobicoke facility. While the 
US does not object to the 
relevancy or materiality of 
any category of requested 
documents, it has failed to 
articulate what criteria or 
basis it intends to use when 
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Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



e. all instructions, 
assignments, or 
guidance given by 
FDA to inspectors 
before or during 
the inspection; 



f. preparation for the 
inspection; 



the facilities, how FDA 
contemporaneously 
assessed the facility, 
what the inspection 
team relayed to 
Washington during 
inspection, what 
FDA' s evaluation and 
decision-making 
process is regarding 
enforcement actions, to 
understand why FDA 
requested affidavits 
from Apotex and 
whether the failure to 
sign such affidavits 
would impact close-out 
meetings and future 
enforcement actions, 
and to show to what 
extent FDA took into 
consideration Apotex' s 
responses. 



e. Claimants fail to 
explain how the requested 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

The United States has 
already provided 
responsive documents, 
including the Signet 2009 
FACTS Cover Sheet (R- 
46) and Signet 2009 EIR 
(R-42). Art. 3(3)(c)(i). 

• See also Payne 
Statement If 9- 
10. 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



f. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants' request is 
overbroad and non- 



determining whether a 
document is "relevant to the 
case and material to its 
outcome." 

While the US has submitted 
certain documents with its 
Counter-Memorial that may 
be responsive to Apotex' s 
requests, doing so does not 
relieve the US of its obligation 
to provide all other documents 
responsive to Apotex' s 
requests. To the extent that 
other documents responsive to 
any subpart of this request 
exist, Apotex requests that 
they be produced and asks that 
the Tribunal order the US to 
do so. For example, with 
respect to 6(i), R- 16 provides 
FDA's general guidelines for 
classifying inspections. 
However, Apotex has 
requested documents 
reflecting the specific analysis 
FDA conducted following the 
July 27-August 14, 2009 
inspection when determining 
how to classify Apotex' s 
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Requesting 
Party 1 
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Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



generated, 
produced, or 
completed by 
inspectors in 
connection with 
the inspection, 
including Forms 



specific. Claimants fail to 
describe this broad 
category in sufficient 
detail to enable the United 
States to respond. Art. 
3(3)(a)(ii). 

Claimants also fail to 
explain how the requested 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

Claimants also posses 
responsive documents. 
Art. 3(3)(c)(i). 

• See Payne 
Statement 1 9, 
referencing 
documents in the 
record: C-17, C- 
34. 



g. Claimants already 
possess the Form 483 (C- 
61), FACTS Cover Sheet 
(R-46), and EIR (R-42) 
for the Signet 2009 
inspection. Art. 3(3)(c)(i). 



inspection. 

Apotex opposes the US's 
application of deliberative 
process privilege to 6(j) and 
(D-(n). 

For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




483, meeting 
minutes, notes, 
reports, or 
memoranda; 



exchanged 
between the 
inspectors 
assigned to the 
inspection or 
between the 
inspectors and 
FDA (including 
CDER) regarding 
that inspection, 
including between 
Ms. Zielny or Mr. 
Payne, and CDER- 
OC's head office; 



how to classify 
the inspection and 
determine the 
Official Action 
Indicated of the 
inspection; 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



h. See response to request 
6.g. 



i. Claimants' request fails 
to comply with the IBA 
Rules. 

The United States has 
already provided 
responsive documents 
(e.g., R-16) explaining the 
process for such 
classifications. Art. 
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Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




j. FDA/CDER 
review of the 
inspectors' 
findings from the 
inspection, 
including CDER's 
evaluation of the 
inspection package 
and FDA's final 
classification of 
the facility as 
acceptable or 
unacceptable; 



Responses /Objections 
to 

Document 
Request 5 



3(3)(c)(i). 

Claimants fail to explain 
why additional documents 
are relevant to the case or 
material to its outcome. 
Art. 9(2)(a). 



j. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants possess 
responsive documents 
concerning FDA's final 
review and classification 
of the inspection (R-46, 
C-138). Art. 3(3)(c)(i). 

Claimants' request 
appears designed to obtain 
pre-decisional information 
reflecting internal agency 
deliberations. The United 
States objects to the 
production of additional 
documents on the basis of 
legal impediment or 
privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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Responses 4 / Objections 
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Reply to 
Objections to 
Document 
Request 


Tribunal's 
Decisions 


Ref. to 


Comments 6 






k. close-out meetings 
for the inspection, 
including FDA's 
request that 
Apotex' s Vice 
Director for 
Quality, Mr. 
Lovelock, sign 
affidavits at the 
conclusion of the 
inspection, the 
reasons for such a 
request, and the 
impact, if any, the 
failure to sign such 
affidavits would 
have; 






k. Claimants' request fails 
to comply with the IBA 
Rules. 

"Close-out meetings" 
were attended by FDA 
inspectors and Apotex 
Inc. management. 
Claimants therefore 
possess any relevant 
documents. Art. 3(3)(c)(i). 

In addition, the United 
States has addressed the 
affidavit issue. See Payne 
Statement \ 27. 






1. preparing and 
finalizing Forms 
483 and EIRs for 
the inspection; 




1. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants possess the 
final Form 483 (C-61) and 
EIR (R-42) from the 2009 
Signet inspection. Art. 
3(3)(c)(i). 

To the extent that Apotex 
is requesting any drafts or 
pre-decisional documents 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




m. CDER's review of 
the inspection 
findings and its 
evaluation as to 
whether to initiate 
any enforcement 
actions; 



the observations 
listed on the Form 
483, issued to 
Apotex on August 
14, 2009; and 



Responses /Objections 
to 

Document 
Request 5 



that may or may not exist, 
the United States objects 
to the request on the basis 
of legal impediment or 
privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



m. See response to request 
6.j. 



n. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants possess the 
Form 483 issued to 
Apotex on August 14, 
2009, and its observations 
(C-61). Art. 3(3)(c)(i). 

To the extent that Apotex 
is requesting any drafts or 
pre-decisional documents 
that may or may not exist, 
the United States objects 
to the request on the basis 
of legal impediment or 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Apotex Holdings Inc. and Apotex Inc. v. the United States of America (ICSID Case No. ARB(AF)/12/1) March 15, 2013 

Claimants' Reply to Respondent's Responses and Objections to Claimants' Requests for Production of Documents Page 28 of 82 



No. 



Requesting 
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Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



o. Apotex' s 

September 3, 2009 
response to the 
Form 483 issued 
on August 14, 
2009, including 
Documents 
evidencing FDA's 
continuing 
concerns and that 
response was 
allegedly 

inadequate. 



privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



o. The United States will 
produce any responsive, 
non-privileged documents 
that are relevant to the 
case and material to its 
outcome. 



Claimants 



All Documents 
generated within FDA 
regarding the internal 
FDA meeting that 
took place 

immediately after the 
July 27 -August 14, 
2009 Signet 
inspection. 



Counter- 
Memorial, 
para. 99 

WS of 
Carmelo 
Rosa, paras. 
59,61 



The requested 
Documents are 
relevant to determining 
the sufficiency of, and 
evidentiary support for, 
the assertions made by 
Carmelo Rosa 
regarding this meeting, 
FDA' s evaluation of 
the Signet inspection, 
and Apotex' s oral 
responses to FDA's 
questioning. 



The United States will 
produce any responsive, 
non-privileged documents 
that are relevant to the 
case and material to its 
outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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Requested 3 
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Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




Claimants 



All Documents 
generated within FDA 
regarding the 
telephone conference 
between FDA and 
Apotex held on 
August 17, 2009. 



Memorial, 
para. 171 

WS of 
Carmelo 
Rosa, para. 64 

R-42 



The requested 
Documents are 
relevant to determine 
FDA' s purpose for this 
telephone conference, 
its anticipated 
outcome, and its 
response to Apotex 's 
voluntary recall. 



The United States has 
produced meeting minutes 
(R-43). Art. 3(3)(c)(i). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



Claimants 



All Documents 
generated within FDA 
regarding the 
memorandum dated 
August 20, 2009 from 
DMPQ to DIOP. 



Memorial, 
paras. 173- 
178 
C-64 

Counter- 
Memorial, 
paras. 99-101 



The requested 
Documents are 
relevant to understand 
FDA' s position 
concerning its internal 
review and finalization 
of the memorandum. 



The United States has 
already produced non- 
privileged documents 
responsive to this request 
in response to Freedom of 
Information Act (FOIA) 
request No.: 2011- 
6955/2012-1051. Art. 
3(3)(c)(i). 

The United States will, 
nevertheless, produce any 
additional responsive, 
non-privileged documents 
that are relevant to the 
case and material to its 
outcome, should such 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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Materiality 
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Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



documents exist. 



10. 



Claimants 



All Documents 
reflecting FDA 
review and/or 
evaluation of the 
recommendation to 
place Apotex on 
Import Alert, 
including all 
clearances or 
approvals granted or 
refused within FDA 
departments, 
including DIOP and 
the General Counsel's 
office, as referenced 
in para. 61 of Carmelo 
Rosa's Witness 
Statement. 



Memorial, 
paras. 175- 
178 

Counter- 
Memorial, 
paras. 45-48, 
99-101 

WS of 
Carmelo 
Rosa, para. 61 



The requested 
Documents are 
relevant to assess 
FDA' s review and 
decision-making 
process, including as 
described by Carmelo 
Rosa. 



As clarification, Mr. 
Rosa's statement does not 
state that the General 
Counsel's office cleared 
any evaluation or 
recommendation to place 
Apotex 's Signet and 
Etobicoke facilities on 
Import Alert. 

Claimants' request fails to 
comply with the IBA 
Rules. 

Claimants possess the 
final recommendation 
from CDER to DIOP 
requesting DIOP to revise 
Import Alert 66-40 (C- 
64). Art. 3(3)(c)(i). 

Claimants appear to be 
requesting drafts or pre- 
decisional documents 
reflecting FDA's internal 
deliberations. The United 
States objects to the 
production of any such 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
the US has asserted pre- 
decisional deliberative process 
privilege over all documents 
except final agency decisions. 

The US asserts that Apotex 
has all responsive, non- 
privileged documents because 
the US has already provided 
the final agency action and 
various FDA manuals. 
Accordingly, the US will not 
produce any further 
documents in response to 
Request No. 10. 

While the US has submitted 
certain documents with its 
Counter-Memorial that may 
be responsive to Apotex' s 
requests, doing so does not 
relieve the US of its obligation 
to provide all other documents 
responsive to Apotex' s 
requests. To the extent that 
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Ref. to 


Comments 6 


















documents, to the extent 
they exist, on the basis of 
legal impediment or 
privilege. Art. 9(2)(b); 
see also Art. 9(2)(f). 


other documents responsive to 
any subpart of this request 
exist, Apotex requests that 
they be produced and asks that 
the Tribunal order the US to 
do so. FDA manuals provide 
FDA's general guidelines, 
whereas Apotex has requested 
documents reflecting the 
specific analysis FDA 
conducted when determining 
whether to place Apotex on 
Import Alert. 

Apotex opposes the US's 
application of deliberative 
process privilege. For the 
reasons stated in response to 
Request Nos. 2 and 3, Apotex 
requests that the Tribunal 
overrule the US's objection 
based upon its subjective and 
undefined standards of 
relevancy and materiality and 
the TLS's finnlipfiHon of 
deliberative process privilege. 
Apotex further requests that 
the US be ordered to produce 
all responsive documents. 




11. 


Claimants 


All Documents 


Memorial, 


The requested 


Claimants have not 


For the reasons stated in 
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generated within FDA 
regarding the 
telephone conference 
between FDA and 
Apotex held on 
August 28, 2009. 



para. 181 

WS of Jeremy 
Desai, para. 
51 

Counter- 
Memorial, 
para. 380 

WS of 
Carmelo 
Rosa, para. 65 



Documents are 
relevant to determine 
FDA' s purpose for this 
telephone conference 
and anticipated 
outcome, why FDA did 
not inform Apotex of 
the Import Alert during 
this call, and to 
determine FDA's 
response to Apotex 's 
voluntary recall. 



articulated why the 
requested documents are 
relevant to the case or 
material to its outcome, 
given the recommendation 
to revise the Import Alert 
on August 20, 2009. Art. 
9(2)(a). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



12. 



Claimants 



All Documents 
generated within FDA 
regarding the letter 
submitted by Apotex 
on August 28, 2009. 



Memorial, 
paras. 181- 
183 

WS of Jeremy 
Desai, para. 
50 

C-66 

Counter- 
Memorial, 
paras. 95-98 



The requested 
Documents are 
relevant to determine 
how FDA evaluated 
Apotex 's voluntary 
recall proposed as a 
good will gesture. 



Claimants have not 
articulated why the 
requested documents are 
relevant to the case or 
material to its outcome, 
given the recommendation 
to revise the Import Alert 
on August 20, 2009. Art. 
9(2)(a). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



material to its outcome. 



13. 



Claimants 



All correspondence 
between the district 
director in Detroit, 
Michigan and 
compliance officer 
John E. Klemmer 
concerning Apotex 
shipments from 
August 28, 2009 to 
September 30, 2009. 



R-44 



The requested 
Documents are 
relevant to assessing 
FDA' s review and 
evaluation of Apotex' s 
response to the 
detention of shipments, 
and to the 

implementation and 
supervision of FDA's 
detention efforts. 



The United States will 
produce any responsive, 
non-privileged documents 
that are relevant to the 
case and material to its 
outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



14. 



Claimants 



All Documents 
generated within FDA 
regarding the 
telephone conference 
between FDA and 
Apotex held on 
September 3, 2009. 



Memorial, 
para. 194 

WS of Jeremy 
Desai, para. 
59 

Counter- 
Memorial, 
para. 106 

R-45 



The requested 
Documents are 
relevant to determine 
FDA' s purpose for this 
telephone conference 
and anticipated 
outcome, and to 
determine FDA's 
response to Apotex 's 
voluntary recall. 



The United States has 
produced FDA minutes of 
this teleconference (R- 
45). Art. 3(3)(c)(i). 

Claimants' request fails to 
articulate why additional 
requested documents, to 
the extent they exist, are 
relevant to the case or 
material to its outcome. 
Art. 9(2)(a). 

The United States will, 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



15. 



Claimants 



All Documents 
generated within FDA 
regarding the meeting 
between Apotex and 
FDA on or about 
September 11,2009. 



Memorial, 
paras. 216- 
221 

WS of Bruce 
Clark, paras. 
35-41 

WS of Jeremy 
Desai, paras. 
45, 60-67 

C-94 

Counter- 
Memorial, 
paras. 107- 
110 



The requested 
Documents are 
relevant to determining 
the sufficiency of, and 
evidentiary support for, 
the US's assertions 
regarding the meeting, 
and to show FDA's 
evaluation of Apotex' s 
remedial efforts. 



Claimants already possess 
the presentation materials 
prepared by FDA/CDER 
for the Sept. 11,2009 
meeting (C-93). Art. 
3(3)(c)(i). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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Requesting 
Party 1 
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Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




Claimants 



All Documents 
generated within FDA 
regarding the 
telephone conference 
between FDA and 
Apotex held on 
September 17, 2009. 



Memorial, 
para. 223 

WS of 
Bernice Tao, 
para. 55 

C-103 

Counter- 
Memorial, 
para. 155 



The requested 
Documents are 
relevant to determine 
FDA' s purpose for this 
telephone conference 
and anticipated 
outcome, and FDA's 
rationale for allowing 
shipment of a specific 
drug from Signet. 



Claimants already possess 
the minutes of this 
teleconference (C-103). 
Art. 3(3)(c)(i). 

Claimants also fail to 
articulate why additional 
requested documents are 
relevant to the case or 
material to its outcome. 
Art. 9(2)(a). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



17. 



Claimants 



All Documents 
generated within FDA 
regarding the 
Warning Letter No. 
320-10-003, issued on 
March 29, 2010 in 
connection with the 
Signet facility. 



Memorial, 
paras. 229- 
231 

WS of Bruce 
Clark, 
para. 47 

WS of Jeremy 
Desai, 
paras. 71-72 



The requested 
Documents are 
relevant to evaluating 
FDA' s position and to 
assess FDA's 
deliberative process 
culminating in the 
decision to issue the 
Warning Letter, the 
timing, and the 
rationale behind the 
Signet Warning Letter, 



Claimants' request fails to 
comply with the IBA 
Rules. 

Claimants already possess 
the final agency 
determination as reflected 
in the March 29, 2010 
Warning Letter (C-138). 
Art. 3(3)(c)(i). 

Claimants appear to be 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
the US has asserted pre- 
decisional deliberative process 
privilege over all documents 
except final agency decisions. 

The US asserts that Apotex 
has all responsive, non- 
privileged documents because 
the US has already provided 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Counter- 
Memorial, 
paras. 158- 
160 



because one of the 
alleged violations was 
not included on the 
Form 483, and 
occurred after Apotex 
had submitted its Form 
483 response. 



requesting drafts or pre- 
decisional documents 
reflecting FDA's internal 
deliberations. The United 
States objects to the 
production of any such 
documents, to the extent 
they exist, on the basis of 
legal impediment or 
privilege. Art. 9(2)(b); 
see also Art. 9(2)(f). 



the final agency action. 
Accordingly, the US will not 
produce any further 
documents in response to 
Request No. 17. 

While the US has submitted 
certain documents with its 
Counter-Memorial that may 
be responsive to Apotex' s 
requests, doing so does not 
relieve the US of its obligation 
to provide all other documents 
responsive to Apotex' s 
requests. To the extent that 
other documents responsive to 
any subpart of this request 
exist, Apotex requests that 
they be produced and asks that 
the Tribunal order the US to 
do so. 



Apotex opposes the US's 
application of deliberative 
process privilege. For the 
reasons stated in response to 
Request Nos. 2 and 3, Apotex 
requests that the Tribunal 
overrule the US's objection 
based upon its subjective and 
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Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



undefined standards of 
relevancy and materiality and 
the US's application of 
deliberative process privilege. 
Apotex further requests that 
the US be ordered to produce 
all responsive documents. 



Claimants 



All Documents 
generated within FDA 
regarding the meeting 
between Apotex and 
FDA on or about 
March 3 1,2010, 
including any 
assessment of the 
presentation made by 
Apotex. 



Memorial, 
paras. 232- 
238 

C-132, C-137, 
C-140 

Counter- 
Memorial, 
paras. 161- 
168 

R-53, R-54, 
R-55 



The requested 
Documents are 
relevant to FDA's 
assessment of Apotex' s 
PQA and CAP, 
whether and how the 
materials Apotex 
submitted before the 
meeting "reinforced" 
FDA' s concerns, and 
to show FDA's 
preparation for, and 
position regarding, the 
meeting. 



Claimant has not 
articulated why the 
requested documents are 
relevant to the case or 
material to its outcome. 
Art. 9(2)(a). 

In any event, the United 
States has provided 
minutes of the meeting 
(R-54) and FDA/CDER 
slides prepared for 
presentation at the 
meeting (R-55). Art. 
3(3)(c)(i). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




Claimants 



All Documents 
generated within FDA 
regarding Apotex' s 
March 17, 2010 letter 
and enclosed 
background materials 
to FDA, and FDA's 
evaluation thereof. 



Memorial, 
paras. 227, 
228 

WS of Jeremy 
Desai, para. 
70 

C-120,C-132, 
C-135,C-136, 
C-137 

Counter- 
Memorial, 
paras. 161- 
168 



The requested 
Documents are 
relevant to assess the 
US's assertions that 
FDA was committed to 
faithfully evaluating 
Apotex 's remedial 
efforts and to assign it 
"high priority" in line 
with previous 
communications. 



See response to request 
18. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



20. 



Claimants 



All Documents 
generated within FDA 
regarding FDA's 
evaluation, 
assessment, and 
internal review of 
Apotex 's April 17, 
2010 response to the 
Signet Warning 
Letter, issued on 
March 29, 2010. 



Memorial, 
paras. 239- 
241 

WS of Bruce 
Clark, 
para. 47 

WS of Jeremy 
Desai, 
para. 78 
C-144 



The requested 
Documents are 
relevant to understand 
to what extent FDA 
took into consideration 
Apotex' s responses. 



Claimants fail to articulate 
why the requested 
documents are relevant to 
the case or material its 
outcome. Art. 9(2)(a). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



Claimants already possess 
documents responsive to 
this request (C-186). Art. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



21. 



Claimants 



All Documents 
generated within FDA 
regarding the 



Memorial, 
paras. 254- 
260 



The requested 
Documents are 
relevant to the thought- 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
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Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



cancellation of the 
November 2010 re- 
inspection of the 
Etobicoke and Signet 
facilities and 
subsequent re- 
scheduling from 
November 2010 to 
January 2011, 
including all 
Documents regarding 
FDA's November 22, 
2010 meeting with the 
Foreign Drug Cadre 
and the telephone 
conference between 
FDA and Apotex held 
in November 2010. 



WS of 
Bernice Tao, 
paras. 63-70 
WS of Ed 
Carey, 
paras. 54-57 

Counter- 
Memorial, 
paras. 172- 
177, 180-181 

WS of 
Carmelo 
Rosa, paras. 
74-76 

WS of 
Michael R. 
Goga, paras. 
6,8 



process behind FDA's 
pre-inspection 
planning, its concerns 
and inspection goals, 
its assessment of 
Apotex 's request for 
re-inspection and PAI, 
to clarify the reasons 
for delaying re- 
inspection and 
expanding the 
inspection team, the 
extent of FDA's 
preparation in 
scheduling the first 
inspection, the 
rationale for the 
cancellation of the 
inspection to determine 
what had changed to 
render the first 
inspectors 

insufficiently prepared 
to conduct the 
inspection, and to 
FDA' s purpose and 
preparation for the 
telephone conference. 



3(3)(c)(i). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




Claimants 



All Documents 
generated within FDA 
regarding the 
telephone conference 
between CDER and 
the Apotex 2011 
Investigation team on 
or about: 



January 7, 2011; 
and 



b. January 18, 2011. 



WS of 
Michael R. 
Goga, paras 
9-11 



The requested 
Documents are 
relevant to determine 
FDA' s purpose and 
preparation for this 
telephone conference 
and its anticipated 
outcome. 



a. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants fail to articulate 
why the requested 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

Claimants' request 
appears designed to obtain 
pre-decisional information 
concerning FDA's 
internal deliberations. 
The United States objects 
to the request on the basis 
of legal impediment or 
privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



b. See response to request 
22.a. 



Following the parties' 
discussion, the US has 
withdrawn its overbreadth 
objections to Request No. 
22(a) and (b). However, the 
US continues to assert the 
deliberative process privilege. 

For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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to 
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Document 
Request 



Tribunal's 
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Claimants 



With respect to the 
January 24-February 
1 1, 201 1 inspection of 
the Signet facility, all 
Documents generated 
within FDA 
regarding: 



a. all instructions, 
assignments, or 
guidance given by 
FDA to inspectors 
before or during 
the inspection; 



b. preparation for the 
inspection; 



Memorial, 
paras. 261- 
265 

WS of 
Bernice Tao, 
paras. 70-73. 

WS of Ed 
Carey, 
paras. 54-57 

Counter- 
Memorial, 
paras. 172- 
177, 190-198 

R-70, R-71 



The requested 
Documents are 
relevant to determining 
the sufficiency of, and 
evidentiary support for, 
the US's assertions 
regarding FDA's 
inspection findings, as 
well as to understand 
FDA' s concerns 
regarding Apotex 's 
compliance with 
cGMP, how FDA 
prepared to re-inspect 
the facilities, how FDA 
contemporaneously 
assessed the facility, 
what FDA's evaluation 
and decision-making 
process is regarding 
enforcement actions, 
FDA' s rationale for 
reclassifying the 
facility from Official 
Action Indicated to 
Voluntary Action 
Indicated, and to show 
to what extent FDA 
took into consideration 
Apotex' s responses. 



a. Claimants are already 
in possession of 
responsive documents, 
including the Signet 2011 
FACTS Cover Sheet (R- 
70) and Signet 2011 EIR 
(R-71). Art. 3(3)(c)(i). 

• See also Goga 
Statement 1 10. 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



b. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants' request is 
overbroad and non- 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex clarified that with 
respect to 23(b), Apotex seeks 
documents generated, 
produced, or completed by the 
inspectors before conducting 
the inspection. With respect 
to 23(g), Apotex seeks 
documents such as notes, 
minutes, and/or reports 
concerning close-out 
meetings. 

Following the parties' 
discussion, the US has 
withdrawn its overbreadth 
objections and agreed to 
produce certain documents in 
response to 23(b) and (g). 
Accordingly, Apotex looks 
forward to receiving 
documents responsive to 
23(a)-(d), (g),and(i). 

However, the US continues to 
maintain general objections on 
the basis of relevance and 
materiality and specific 
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Relevance and 
Materiality 
According to 
Requesting Party 
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to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



specific. Claimants fail to 
describe this broad 
category in sufficient 
detail to enable the United 
States to respond. Art. 
3(3)(a)(ii). 

Claimants also fail to 
explain how the requested 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

Claimants possess 
responsive documents. 
Art. 3(3)(c)(i). 

• See Goga 

Statement fj 9- 
10, referencing 
the 483s, EIRs, 
and Warning 
Letters from 
Etobicoke and 
Signet (all of 
which are in the 
record). 



Tribunal's 
Decisions 



objections to 23(f) and (h) on 
the basis of pre-decisional 
deliberative privilege. 

Apotex 's request seeks a 
narrow and specific category 
of documents relating to 
FDA's inspection of the 
Etobicoke facility. While the 
US does not object to the 
relevancy or materiality of 
any category of requested 
documents, it has failed to 
articulate what criteria or 
basis it intends to use when 
determining whether a 
document is "relevant to the 
case and material to its 
outcome." 

While the US has submitted 
certain documents with its 
Counter-Memorial that may 
be responsive to Apotex' s 
requests, doing so does not 
relieve the US of its obligation 
to provide all other documents 
responsive to Apotex' s 
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Document 
Request 



Tribunal's 
Decisions 



c. generated, 
produced, or 
completed by 
inspectors in 
connection with 
the inspection, 
including Forms 
483, meeting 
minutes, notes, 
reports, or 
memoranda; 



d. exchanged 
between the 
inspectors 
assigned to the 
inspection or 
regarding 
communications 
between inspectors 
and FDA/CDER 
made during that 
inspection; 



c. Claimants already 
possess the Form 483 (C- 
194), FACTS Cover Sheet 
(R-70), andEIR(R-71) 
for the Signet 2011 
inspection. Art. 3(3)(c)(i). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



d. See response to request 
23.C. 



requests. To the extent that 
other documents responsive to 
any subpart of this request 
exist, Apotex requests that 
they be produced and asks that 
the Tribunal order the US to 
do so. For example, with 
respect to 23(e), R- 16 
provides FDA's general 
guidelines for classifying 
inspections. However, 
Apotex has requested 
documents reflecting the 
specific analysis FDA 
conducted following the 
January 24-February 1 1 , 201 1 
inspection when determining 
how to classify Apotex' s 
inspection. 

Apotex opposes the US's 
application of deliberative 
process privilege to 23(f) and 
(h). 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



e. how to classify the 
inspection and 
determine the 
Official Action 
Indicated of the 
inspection, 
including the 
official decision(s) 
and/or 

recommendations 
) made by Michael 
Goga, Mel 
Szymanski, or 
Maan 

Abduldayem to 
reclassify the 
facility from 
Official Action 
Indicated ("OAI") 
to Voluntary 
Action Indicated 
("VAI") and 
remove Apotex 
from Import Alert; 



e. Claimants' request 
fails to comply with the 
IBA Rules. 

The United States has 
already provided 
responsive documents 
(e.g., R-16) explaining the 
process for such 
classifications. Art. 
3(3)(c)(i). 

Claimants possess the 
FACTS Cover Sheet (R- 
70), CDER's letter to 
Apotex requesting 
additional information to 
complete its review (C- 
237), an email to Apotex 
explaining the 
classification as 
acceptable (C-246), a 
letter from FDA to 
Apotex stating same and 
reflecting final agency 
determination (C-247), 
and the Signet close-out 
letter (C-248). Claimants 
also possess the 
recommendations to 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




FDA/CDER 
review of the 
inspectors' 
findings from the 
inspection, 
including CDER's 
evaluation of the 
inspection 
package, and 
FDA's final 
classification of 



Responses /Objections 
to 

Document 
Request 5 



remove Signet from 
Import Alert. Art. 
3(3)(c)(i). 

• See also Rosa 
Statement fj 79- 
86. 

Claimants' request 
appears designed to obtain 
pre-decisional information 
reflecting FDA's internal 
deliberations. The United 
States objects to the 
production of other 
documents based on legal 
impediment or privilege. 
Art. 9(2)(b); see also Art. 
9(2)(f). 



f. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants possess 
responsive documents 
concerning FDA's final 
review and classification 
of the inspection (R-70, 
C-246-48). Art. 3(3)(c)(i). 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




the facility as 
acceptable or 
unacceptable; 



close-out meetings 
for the inspection; 



h. CDER's review of 
the inspection 
findings and its 
evaluation as to 
whether to initiate 
any enforcement 
actions; and 



Responses /Objections 
to 

Document 
Request 5 



Claimants' request 
appears designed to obtain 
pre-decisional information 
reflecting internal agency 
deliberations. The United 
States objects to the 
production of additional 
documents on the basis of 
legal impediment or 
privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



g. Claimants' request fails 
to comply with the IBA 
Rules. 

"Close-out meetings" 
were attended by FDA 
inspectors and Apotex 
Inc. management. 
Claimants therefore 
possess any relevant 
documents. Art. 3(3)(c)(i). 



h. See response to request 
23.1 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



i. Apotex' s March 

I, 2011 response 
to the Form 483 
issued on February 

II, 2011. 



i. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants already possess 
letters reflecting final 
agency assessment of 
Apotex 's March 1, 2011 
response to the Form 483 
issued on February 1 1 , 
2011 (C-237, C-246-47). 
Art. 3(3)(c)(i). 



24. 



Claimants 



With respect to the 
February 3-11,2011 
inspection of the 
Etobicoke facility, all 
Documents generated 
within FDA 
regarding: 



a. all instructions, 
assignments, or 
guidance given by 
FDA to inspectors 
before or during 
the inspection; 



Memorial, 
paras. 262- 
269 

WS of 
Bernice Tao, 
paras. 70-73 

WS of Ed 
Carey, 
paras. 58-69 

Counter- 
Memorial, 
paras. 182- 
189, 195-199 

WS of 



The requested 
Documents are 
relevant to determining 
the sufficiency of, and 
evidentiary support for, 
the US's assertions 
regarding FDA's 
inspection findings, as 
well as to understand 
FDA' s concerns 
regarding Apotex' s 
compliance with 
cGMP, how FDA 
prepared to re-inspect 
the facilities, how FDA 
contemporaneously 
assessed the facility, 
what FDA's evaluation 



a. Claimants already 
possess responsive 
documents including the 
Etobicoke 2011 FACTS 
Cover Sheet (R-73), and 
Etobicoke 20 HEIR (R- 
72). Art. 3(3)(c)(i). 

• See also Goga 
Statement 1 10. 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex clarified that with 
respect to 24(b), Apotex seeks 
documents generated, 
produced, or completed by the 
inspectors before conducting 
the inspection. With respect 
to 24(g), Apotex seeks 
documents such as notes, 
minutes, and/or reports 
concerning close-out 
meetings. 

Following the parties' 
discussion, the US has 
withdrawn its overbreadth 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



b. preparation for the 
inspection; 



Carmelo 
Rosa, paras. 
78-82 

R-72, R-73 



and decision-making 
process is regarding 
enforcement actions, 
FDA' s rationale for 
reclassifying the 
facility from Official 
Action Indicated to 
Voluntary Action 
Indicated, and to show 
to what extent FDA 
took into consideration 
Apotex' s responses. 



The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



b. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants request is 
overbroad and non- 
specific. Claimants fail to 
describe this broad 
category in sufficient 
detail to enable the United 
States to respond. Art. 
3(3)(a)(ii). 

Claimants also fail to 
explain how the requested 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

Claimants also possess 
responsive documents. 
Art. 3(3)(c)(i). 

• See Goga 



objections and agreed to 
produce certain documents in 
response to 24(b) and (g). 
Accordingly, Apotex looks 
forward to receiving 
documents responsive to 
24(a)-(d), (g),and(i). 

However, the US continues to 
maintain general objections on 
the basis of relevance and 
materiality and specific 
objections to 24(f) and (h) on 
the basis of pre-decisional 
deliberative privilege. 

Apotex 's request seeks a 
narrow and specific category 
of documents relating to 
FDA's inspection of the 
Etobicoke facility. While the 
US does not object to the 
relevancy or materiality of 
any category of requested 
documents, it has failed to 
articulate what criteria or 
basis it intends to use when 
determining whether a 
document is "relevant to the 
case and material to its 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




c. generated, 
produced, or 
completed by 
inspectors in 
connection with 
the inspection, 
including Forms 
483, meeting 
minutes, notes, 
reports, or 
memoranda; 



exchanged 
between the 
inspectors 
assigned to the 
inspection or 
regarding 



Statement fj 9- 
10, referencing 
the 483s, EIRs, 
and Warning 
Letters from 
Etobicoke and 
Signet inspections 
(all of which are 
in the record). 



c. Claimants possess the 
Form 483 (C-193), 
FACTS Cover Sheet (R- 
73), EIR (R-72), and 
Form 483 facsimile 
transmittal (R-74) for the 
2011 Etobicoke 
inspection. Art. 3(3)(c)(i). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



d. See response to request 
24.c. 



outcome. 



While the US has submitted 
certain documents with its 
Counter-Memorial that may 
be responsive to Apotex' s 
requests, doing so does not 
relieve the US of its obligation 
to provide all other documents 
responsive to Apotex' s 
requests. To the extent that 
other documents responsive to 
any subpart of this request 
exist, Apotex requests that 
they be produced and asks that 
the Tribunal order the US to 
do so. For example, with 
respect to 24(e), R-16 
provides FDA's general 
guidelines for classifying 
inspections. However, 
Apotex has requested 
documents reflecting the 
specific analysis FDA 
conducted following the 
February 3-11,2011 
inspection when determining 
how to classify Apotex' s 
inspection. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



communications 
between inspectors 
and FDA/CDER 
made during that 
inspection; 



how to classify the 
inspection and 
determine the 
Official Action 
Indicated of the 
inspection, 
including the 
official decision(s) 
and/or 

recommendation^ 
) made by Michael 
Goga, Mel 
Szymanski, or 
Maan 

Abduldayem to 
reclassify the 
facility from 
Official Action 
Indicated ("OAI") 
to Voluntary 
Action Indicated 
("VAI") and 
remove Apotex 
from Import Alert; 



e. Claimants' request fails 
to comply with the IBA 
Rules. 

The United States has 
already provided 
responsive documents 
(e.g., R-16) explaining the 
process for such 
classifications. Art. 
3(3)(c)(i). 

Claimants also possess the 
FACTS Cover Sheet (R- 
73) and CDER's letter to 
Apotex classifying the 
Etobicoke facility as 
acceptable (C-233). 
Claimants also possess the 
recommendations to 
remove Etobicoke from 
Import Alert. Art. 
3(3)(c)(i). 

• See also Rosa 



Apotex opposes the US's 
application of deliberative 
process privilege to 24(f) and 
(h). 

For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




FDA/CDER 
review of the 
inspectors' 
findings from the 
inspection, 
including CDER's 
evaluation of the 
inspection 
package, and 
FDA's final 
classification of 
the facility as 
acceptable or 
unacceptable; 



Responses /Objections 
to 

Document 
Request 5 



Statement fj 79- 
86. 

Claimants' request 
appears designed to obtain 
pre-decisional information 
reflecting FDA's internal 
deliberations. The United 
States objects to the 
production of other 
documents based on legal 
impediment or privilege. 
Art. 9(2)(b); see also Art. 
9(2)(f). 



f. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants possess 
responsive documents 
concerning FDA's final 
review and classification 
of the inspection (R-73, 
C-233). Art. 3(3)(c)(i). 

Claimants' request 
appears designed to obtain 
pre-decisional information 
reflecting internal agency 
deliberations. The United 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




close-out meetings 
for the inspection; 



h. CDER's review of 
the inspection 
findings and its 
evaluation as to 
whether to initiate 
any enforcement 
actions; and 



Apotex' s March 

I, 201 1 response 
to the Form 483 
issued on February 

II, 2011. 



Responses /Objections 
to 

Document 
Request 5 



States objects to the 
production of additional 
documents on the basis of 
legal impediment or 
privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



g. Claimants' request fails 
to comply with the IBA 
Rules. 

"Close-out meetings" 
were attended by FDA 
inspectors and Apotex 
Inc. management. 
Claimants therefore 
possess any relevant 
documents. Art. 3(3)(c)(i). 



h. See response to request 
24.1 



i. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants already possess 
FDA's letter reflecting 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



final agency assessment 
of Apotex' s March 1, 
201 1 response to the Form 
483 issued on February 
11,2011 (C-233). Art. 
3(3)(c)(i). 



25. 



Claimants 



All Documents from 
2008-2011 regarding 
Apotex that were 
prepared, sent, 
delivered, or received 
by or on behalf of: 



R-25, R-33, 
R-41,R-46, 
R-54, R-60, 
R-62, R-63, 
R-74 



-Carmelo Rosa 



-Edwin Rivera 



Martinez 



-Richard Friedman 



- Maan S. 
Abduldayem 



The requested 
Documents are 
relevant to determining 
the enumerated 
individuals' 

assessment of Apotex' s 
compliance with 
cGMP and FDA's 
concerns. All of those 
individuals were 
involved in inspecting 
Apotex facilities or 
evaluating inspection 
findings. 



-Hidee L. Molina 



-Lloyd D. Payne 



-Kristy A. Zielny 
-Michael Goga 



-Debra Emerson 



Claimants' request fails to 
comply with the IBA 
Rules. 

The request is overbroad 
in that it concerns all 
documents prepared, sent, 
delivered, or received by 
nine individuals over a 
period of four years, 
including documents 
concerning Apotex' s other 
facilities or concerning 
matters not related to the 
measure and that have no 
relevance to or bearing on 
this case. Art. 3(3)(a)(ii), 
Art. 9(2)(a). 

The breadth of the request 
places an unreasonable 
search and production 
burden upon the United 
States. Art. 9(2)(c). 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex offered to limit its 
request to electronic 
documents that contained 
certain search terms. The US 
agreed to search electronic 
documents using those search 
terms, but reserved its 
objections based on relevance, 
materiality, and privilege 
grounds. 

For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
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Requesting 
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Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



further requests that the US be 
ordered to produce all 
responsive documents. 



26. 



Claimants 



With respect to 
paragraphs 35-36 of 
Carmelo Rosa' s 
Witness Statement, all 
Documents regarding 
the statement that 
applying FDA's 
statistical models 
indicated: 



WS of 
Carmelo 
Rosa, paras. 
35-36 



Apotex only 
rejected portions 
of batches that 
should have been 
entirely rejected; 
and 



The requested 
Documents are 
relevant to determining 
the sufficiency of, and 
evidentiary support for, 
Carmelo Rosa's 
assertions that Apotex 
failed to investigate 
alleged manufacturing 
defects and may have 
lacked appropriate 
quality control 
systems. 



a. The United States will 
produce responsive, non- 
privileged documents that 
are relevant to the case 
and material to its 
outcome. 



For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



b. that Apotex was 
testing drugs into 
compliance. 



b. The United States will 
produce responsive, non- 
privileged documents that 
are relevant to the case 
and material to its 
outcome. 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to withdraw 
this request and not seek 



27. 



Claimants 



All Documents 
generated within FDA 
regarding its 
assessment, and 
rejection, of Apotex' s 



Memorial, 
paras. 244- 
246 

WS of 
Bernice Tao, 



The requested 
Documents are 
relevant to determine 
the rationale of FDA's 
refusal, whether FDA 



Claimants' request fails to 
comply with the IBA 
Rules. 

Claimants already possess 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



May and June 2010 
request to resume 
shipping drugs other 
than Deferiprone to 
the US. 



para. 56 

Counter- 
Memorial, 
para. 171 

WS of 
Carmelo 
Rosa, para 

R-60 



.72 



has a policy of relaxing 
its guidelines to admit 
drugs in the face of a 
shortage, and to what 
extent FDA reviewed 
Apotex 's PQA in 
reaching its decision. 



a final agency 
determination on the issue 
in the form of an email 
from Carmelo Rosa to 
Kate Beardsley (R-60). 
Art. 3(3)(c)(i). 

Claimants have failed to 
explain why additional 
documents are relevant to 
the case or material to its 
outcome. Art. 9(2)(a). 

To the extent that 
Claimants are requesting 
the production of any pre- 
decisional information 
reflecting internal agency 
deliberations, the United 
States objects on the basis 
of legal impediment or 
privilege. Art. 9(2)(b); see 
also Art. 9(2)(f). 



documents responsive to it. 



28. 



Claimants 



All Documents 
exchanged from 2008 
to 2011 between FDA 
and foreign regulatory 
agencies or generated 
within FDA regarding 
FDA's review and 



Memorial, 
paras. 209- 
213, 266, 272 

Counter- 
Memorial, 
paras. Ill, 



The requested 
Documents are 
relevant to determine 
the extent to which 
FDA evaluated other 
national regulators' 
assessment of Apotex, 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to withdraw 
subsection (b) of this request 
and not seek documents 
responsive to it. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



analysis of foreign 
regulatory agencies' 
assessments 
regarding: 



Import Alert 66- 
40 as pertains to 
Apotex, including 
the decision to add 
and remove 
Apotex from the 
list of 

manufacturers 
subject to Import 
Alert 66-40; or 



Apotex' s 
compliance with 
cGMP between 
from 2008 to 
2011. 



135-142, 201, 
202 

WS of 
Carmelo 
Rosa, paras. 
63, 84 



the justification of the 
Import Alert, to 
explain the delay in 
lifting the Import Alert, 
and to evaluate FDA's 
assessment of Apotex' s 
corrective actions. 



Claimants possess 
responsive documents, 
including an FDA email 
to Apotex (C-246). Art. 
3(3)(c)(i). 

• See also Rosa 
Statement fj 84- 
86. 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



Claimants' request fails to 
comply with the IBA 
Rules. 

The request is overbroad 
in that it fails to identify 
specific foreign regulatory 
agencies and concerns a 



With respect to subsection (a), 
and for the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



Apotex Holdings Inc. and Apotex Inc. v. the United States of America (ICSID Case No. ARB(AF)/12/1) March 15, 2013 

Claimants' Reply to Respondent's Responses and Objections to Claimants' Requests for Production of Documents Page 57 of 82 



No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



very broad category of 
documents - i.e., Apotex 
cGMP compliance over a 
period of four years. Art. 
3(3)(a)(ii). 

The breadth of the request 
places an unreasonable 
search and production 
burden on the United 
States. Art. 9(2)(c). 

Moreover, Apotex has 
failed to articulate why 
such documents are 
relevant to the case or 
material to its outcome, 
especially as many 
documents concerning 
Apotex cGMP compliance 
may relate to facilities not 
at issue in this case. Art. 
9(2)(a). 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



29. 



Claimants 



All Documents 
regarding 
communication 
between FDA and 
Health Canada about 
Apotex facilities in 
2008-2011, including 



Memorial, 
paras. 203- 
208, 242, 272 

WS of Ed 
Carey, 
paras. 42-45 



The requested 
Documents are 
relevant to explain the 
difference in FDA's 
and Health Canada's 
assessment of Apotex 
facilities, despite 



Claimants' request is 
overbroad and not 
narrowly tailored to the 
Apotex facilities at issue. 
Art. 3(3)(a)(ii). As such, 
the breadth of the request 
places an unreasonable 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to limit this 
request to the Etobicoke and 
Signet facilities. The US 
agreed to produce 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Health Canada's 
assessment of 
Apotex' s readiness 
for re-inspection in 
2011, Health 
Canada's inspection 
of Apotex of May 16- 
June 11, 2011, FDA 
review or analysis of 
Health Canada's 
findings, and all 
correspondence 
between FDA and 
Health Canada, 
including any 
guidance or 
instructions provided, 
or requests made, by 
FDA concerning that 
inspection. 



WS of Jeremy 
Desai, 

paras. 57, 87 

Counter- 
Memorial, 
paras. Ill, 
151, 153, 183 

WS of 
Carmelo 
Rosa, paras. 
63, 84 



similar cGMPs in 
Canada and the US, as 
well as the delay in the 
lifting of the Import 
Alert. The Documents 
are also relevant to 
determining whether 
FDA and Health 
Canada relayed their 
findings to each other, 
how FDA evaluated 
Health Canada's 
inspection findings, 
whether Health Canada 
shared Mr. Goga's 
opinion that Apotex 
was not ready for 
reinspection, and 
whether and how FDA 
provided guidance, if 
any, to Health Canada. 



search and production 
burden on the United 
States. Art. 9(2)(c). 

Claimants fail to articulate 
why such documents are 
relevant to the case or 
material to its outcome, 
especially as many 
documents may concern 
Apotex facilities not at 
issue in this case. Art. 
9(2)(a). 

The United States will, 
nevertheless, produce any 
responsive, non-privileged 
documents that are 
relevant to the case and 
material to its outcome. 



communications between 
FDA and Health Canada with 
respect to the 20 11 
inspections. However, the US 
did not agree to provide 
correspondence regarding 
other inspections in 2008- 
2010 and maintained its 
objection that to the extent the 
request seeks all documents 
regarding such 

communication, the request is 
overbroad. 

Apotex believes its request is 
narrowly tailored and specific. 
Apotex further believes that it 
is not unreasonably 
burdensome to identify this 
discrete category of 
correspondence with respect 
to a small number of 
inspections. 

For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



30. 



Claimants 



Copies of all 
"notices" referenced 
in R-78 that FDA 
provided to Taro 
Pharmaceutical 
Industries Ltd. and 
Ranbaxy. 



R-78 



The requested 
Documents are 
relevant to FDA's 
treatment of 
comparators. 



With respect to Taro 
Pharmaceutical Industries 
Ltd., Claimants fail to 
articulate how the 
requested documents are 
relevant to the case and 
material to its outcome. 
Art. 9(2)(a); see also 
Mem. H444, 451 (not 
identifying Taro as a 
foreign investor in like 
circumstances that 
allegedly received more 
favorable treatment). 

With respect to Ranbaxy, 
the United States will 
provide any responsive, 
non-privileged documents 
that are relevant to the 
case and material to its 
outcome. 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to withdraw 
this request with respect to 
Taro Pharmaceutical 
Industries Ltd. and not seek 
documents responsive to it. 

With respect to the portion of 
this request relating to 
Ranbaxy, and for the reasons 
stated in response to Request 
Nos. 2 and 3, Apotex requests 
that the Tribunal overrule the 
US's objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



responsive documents. 



31. 



Claimants 



Documents sufficient 
to identify all 
products 

manufactured from 
2008-2012 at the 
following: 



a. Sandoz/Novartis's 
facility in 
Boucherville, 
Quebec; 



Memorial, 
paras. 320- 
334 



Counter- 
Memorial, 
paras. 335- 
337 



The requested 
Documents are 
relevant to evaluating 
the US's assertions that 
voluntary actions taken 
by Apotex' s foreign 
comparators resulted in 
treatment that was 
similar to placing 
Apotex on Import 
Alert and to assess 
whether voluntary 
discontinuance of 
certain products 
negatively impacted 
comparators' financial 
profitability in a 
manner similar to how 
the Import Alert 
decimated Apotex' s 
profitability and 
market share. 



a. Claimants' request fails 
to comply with the IBA 
Rules. 

Claimants' request is 
overbroad and unduly 
burdensome because FDA 
maintains, in readily 
accessible form, current 
lists of ANDAs by 
sponsors. The personnel 
effort and time to compile 
historical information for 
such products by 
manufacturing facility and 
determine whether such 
products were actually 
marketed places an 
unreasonable burden on 
the United States. Art. 
3(3)(a)(ii), Art. 9(2)(c). 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex clarified that it seeks a 
list of which products were 
manufactured at the specified 
facilities at the time that FDA 
conducted inspections of those 
facilities from 2008-2012. 
Based on Apotex' s own FDA 
inspections, Apotex believes 
FDA can readily identify the 
products identified at specific 
facilities in order to conduct 
inspections. Apotex further 
believes the number of such 
inspections is quite small; 
based on information 
previously produced in 
response to a FOIA request, 
there are approximately 10 
such inspections between 
2008 and 201 1. Apotex also 
identified where such a list 
may be located (FDA's DPQR 
database or in attachments to 
EIRs) in an attempt to 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Teva 
Pharmaceutical 
Industries Ltd.'s 
facility in Irvine, 
CA and Jerusalem, 
Israel. 



b. See response to request 
31. a. 

Claimants fail to articulate 
how the requested 
documents regarding Teva 
Parenteral Medicines 
Inc.'s Irvine, California 
facility are relevant to the 
case and material to its 
outcome. Art. 9(2)(a). 



alleviate the US's objections 
that this request was 
overbroad and burdensome. 

The US did not dispute that it 
was possible to identify the 
requested information. 
However, according to the 
US, FDA has instituted a new 
policy regarding business 
confidential information 
within the past year and will 
no longer provide information 
reflecting drug production by 
facility. Thus, the US did not 
agree to produce any 
documents responsive to this 
request. 

Apotex believes the US's 
objections are not well- 
founded because Apotex seeks 
information generated before 
FDA instituted its new policy. 
To the extent any responsive 
documents contain business 
confidential information, the 
Confidentiality Order issued 
by the Tribunal provides 
adequate protection from 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



disclosure of business 
confidential information to 
third parties. Apotex requests 
that the Tribunal overrule the 
US's objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege. Apotex 
further requests that the US be 
ordered to produce all 
responsive documents. 



32. 



Claimants 



With respect to 
inspections of 
Sandoz/Novartis' s 
manufacturing facility 
in Boucherville on 
July 26-August 4, 
2011: 



Memorial, 
paras. 324- 
326 



all Documents 
regarding the 
results of those 
inspections, 
including 
Documents 
regarding Forms 
483, EIRs, 
supervisory 
endorsements, 



Counter- 
Memorial, 
paras. 335, 
337 



The requested 
Documents are 
relevant to assessing 
the argument made by 
the US that 
Sandoz/Novartis did 
not receive a more 
favorable treatment; 
specifically, the 
requested Documents 
are relevant to 
assessing the argument 
made by the US for not 
placing the company 
on Import Alert 66-40. 



a. The United States 
expects to produce a 
redacted Form 483 in 
response to this request. 
FDA's review is ongoing 
and additional documents 
concerning this inspection 
are subject to non- 
disclosure at this time. 
Art. 9(2)(b). 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
the US agreed to provide 
Form 483 s in response to 
32(a). 

With respect to 32(b), the US 
has asserted pre-decisional 
deliberative process privilege 
over all documents except 
final agency decisions and 
reserved its objections based 
on privilege and burden 
grounds. For the reasons 
stated in response to Request 
Nos. 2 and 3, Apotex requests 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



recommendations 
and proposed 
classification of 
the EIR, the 
company's 
responses to same, 
CDER or ORA 
memoranda 
evaluating the 
FDA's (or another 
regulatory body's) 
inspectional 
findings or the 
company's 
responses to same, 
and health hazard 
evaluations; and 



b. all Documents 
regarding FDA's 
consideration of 
whether to take an 
enforcement 
action against the 
company, 
including any risk- 
based approaches 
used, including all 
Documents 
containing 



The United States 
expresses its concern that 
Claimants' request is 
overbroad and 
burdensome, requiring 
potential review of 
thousands of pages of 
material. Art. 9(2)(c). 
Claimants' request also 
includes documents and 
information concerning 
third parties that is 
excludable under the IBA 
Rules and protected from 
disclosure under U.S. law. 
See, e.g., Art. 9(2)(b), 
9(2)(e), and 9(2)(f). 



b. See response to request 
32.a. 



that the Tribunal overrule the 
US's objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege and that the 
US be ordered to produce all 
responsive documents. 

Apotex further believes its 
request is narrowly tailored 
and specific, and that it is not 
unreasonably burdensome to 
identify this discrete category 
of documents. To the extent 
any responsive documents 
contain information 
concerning third parties, the 
Confidentiality Order issued 
by the Tribunal provides 
adequate protection from 
disclosure. Apotex requests 
that the Tribunal overrule the 
US's objection and that the 
US be ordered to produce all 
responsive documents. 



Tribunal's 
Decisions 
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Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



recommendations 
(either for or 
against) issuing 
the company a 
Warning Letter or 
placing the 
company on 
Import Alert 66- 
40. 



33. 



Claimants 



With respect to 
inspections of Teva's 
manufacturing 
facilities in Irvine, 
California on July 13- 
24, 2009 and in 
Jerusalem, Israel on 
September 12-16, 
2010: 

a. all Documents 
regarding the 
results of those 
inspections, 
including 
Documents 
regarding Forms 
483, EIRs, 
supervisory 
endorsements, 
recommendations 
and proposed 



Memorial, 
paras. 324- 
326, 330-334 



Counter- 
Memorial, 
paras. 336- 
337 



The requested 
Documents are 
relevant to assessing 
the argument made by 
the US that Teva did 
not receive a more 
favorable treatment; 
specifically, the 
requested Documents 
are relevant to 
assessing the argument 
made by the US for not 
placing the company 
on Import Alert 66-40. 



a. Claimants fail to 
articulate how the 
requested documents 
regarding Teva Parenteral 
Medicines Inc.'s Irvine, 
California facility are 
relevant to the case and 
material to its outcome. 
Art. 9(2)(a). 

The United States expects 
to produce any Form 483s 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
the US agreed to provide 
Form 483 s in response to 
33(a). 

With respect to 33(b), the US 
has asserted pre-decisional 
deliberative process privilege 
over all documents except 
final agency decisions and 
reserved its objections based 
on privilege and burden 
grounds. For the reasons 
stated in response to Request 
Nos. 2 and 3, Apotex requests 
that the Tribunal overrule the 
US's objection based upon its 
subjective and undefined 
standards of relevancy and 
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Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



classification of 
the EIR, the 
company's 
responses to same, 
CDER or ORA 
memoranda 
evaluating the 
FDA's (or another 
regulatory body's) 
inspectional 
findings or the 
company's 
responses to same, 
and health hazard 
evaluations; and 



b. all Documents 
regarding FDA's 
consideration of 
whether to take an 
enforcement 
action against the 
company, 



and EIRs (redacted), as 
well as any final agency 
determinations (e.g., 
letters) in response to this 
request. 

The United States 
expresses its concern that 
Claimants' request is 
overbroad and 
burdensome, requiring 
potential review of 
thousands of pages of 
material. Art. 9(2)(c). 
Claimants' request also 
includes documents and 
information concerning 
third parties that is 
excludable under the IBA 
Rules and protected from 
disclosure under U.S. law. 
See, e.g., Art. 9(2)(b), 
9(2)(e),and9(2)(f). 



b. See response to request 
33.a. 



materiality and the US's 
application of deliberative 
process privilege and that the 
US be ordered to produce all 
responsive documents. 

Apotex further believes its 
request is narrowly tailored 
and specific, and that it is not 
unreasonably burdensome to 
identify this discrete category 
of documents. To the extent 
any responsive documents 
contain information 
concerning third parties, the 
Confidentiality Order issued 
by the Tribunal provides 
adequate protection from 
disclosure. Apotex requests 
that the Tribunal overrule the 
US's objection and that the 
US be ordered to produce all 
responsive documents. 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



including any risk- 
based approaches 
used, including all 
Documents 
containing 
recommendations 
(either for or 
against) issuing 
the company a 
Warning Letter, 
placing the 
company on 
Import Alert 66- 
40, seeking an 
injunction, or 
seizing the 
company's 
products. 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



34. 



Claimants 



With respect to 
inspections of 
Ranbaxy's Paonta 
Sahib, India facility, 
on or about February 
20-25, 2006 and 
March 3-7, 2008, and 
Dewas, India facility, 
on January 28- 
February 12, 2008: 



Counter- 
Memorial, 
paras. 338- 
340 



The requested 
Documents are 
relevant to assessing 
the argument made by 
the US that Ranbaxy 
did not receive a more 
favorable treatment; 
specifically, the 
requested Documents 
are relevant to 
assessing the argument 
made by the US for not 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
the US agreed to provide 
Form 483 s in response to 
34(a). 

With respect to 34(b), the US 
has asserted pre-decisional 
deliberative process privilege 
over all documents except 
final agency decisions and 
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Materiality 
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to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



a. all Documents 
regarding the 
results of those 
inspections, 
including 
Documents 
regarding Forms 
483, EIRs, 
supervisory 
endorsements, 
recommendations 
and proposed 
classification of 
the EIR, the 
company's 
responses to same, 
CDER or ORA 
memoranda 
evaluating the 
FDA's (or another 
regulatory body's) 
inspectional 
findings or the 
company's 
responses to same, 



placing the company 
on Import Alert 66-40 
before September 
2008. 



a. The United States 
expects to produce any 
Form 483 s and EIRs 
(redacted), as well as any 
final agency 
determinations (e.g., 
letters) in response to this 
request, excluding any 
materials that may be 
subject to privileges. See, 
e.g., Art. 9(2)(b), Art. 
9(2)(f). 

The United States 
expresses its concern that 
Claimants' request is 
overbroad and 
burdensome, requiring 
potential review of 
thousands of pages of 
material. Art. 9(2)(c). 
Claimants' request also 
includes documents and 
information concerning 
third parties that is 



reserved its objections based 
on privilege and burden 
grounds. For the reasons 
stated in response to Request 
Nos. 2 and 3, Apotex requests 
that the Tribunal overrule the 
US's objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege and that the 
US be ordered to produce all 
responsive documents. 

Apotex further believes its 
request is narrowly tailored 
and specific, and that it is not 
unreasonably burdensome to 
identify this discrete category 
of documents. To the extent 
any responsive documents 
contain information 
concerning third parties, the 
Confidentiality Order issued 
by the Tribunal provides 
adequate protection from 
disclosure. Apotex requests 
that the Tribunal overrule the 
US's objection and that the 



Tribunal's 
Decisions 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




and health hazard 
evaluations; and 



all Documents 
regarding FDA's 
consideration of 
an enforcement 
action against the 
company, 
including all 
Documents 
containing 
recommendations 
(either for or 
against) issuing 
the company a 
Warning Letter or 
placing the 
company on 
Import Alert 66- 
40. 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



excludable under the IBA 
Rules and protected from 
non-disclosure under U.S. 
law. See, e.g., Art. 
9(2)(b), 9(2)(e), and 
9(2)(f). 



b. See response to request 
34.a. 



US be ordered to produce all 
responsive documents. 



35. 



Claimants 



With respect to 
Sandoz/Novartis' s 
Boucherville, Canada 
facility and Teva's 
Irvine, California 
facility, all 



Counter- 
Memorial, 
paras. 335- 
336 



The requested 
Documents are 
relevant to determining 
the causes, terms and 
conditions of the 
alleged suspension. 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex clarified that it does 
not seek documents regarding 
investigative findings, and 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Documents generated 
or received by FDA 
regarding a temporary 
suspension or halt of 
manufacturing and 
distribution, 
including: 



a. all Documents 
discussing 
continued 
manufacturing at 
that facility of 
medically 
necessary drugs; 
and 



a. Claimants' request 
fails to comply with the 
IBA Rules. 

Claimants fail to articulate 
how the requested 
documents regarding Teva 
Parenteral Medicines 
Inc.'s Irvine, California 
facility are relevant to the 
case and material to its 
outcome. Art. 9(2)(a). 

The United States notes 
that FDA's review of the 
Boucherville facility is 
ongoing and additional 
documents are subject to 
non-disclosure at this 
time. Art. 9(2)(b). 

Claimants also fail to 
articulate why the fact that 



instead only seeks factual 
information regarding which 
drugs' manufacture and 
distribution was halted or 
suspended. The US agreed to 
take Apotex' s clarification 
under advisement and to 
discuss the matter further with 
FDA. The US also offered to 
provide the Form 483 for 
Sandoz/Novartis' s 
Boucherville, Canada facility, 
but did not initially agree to 
produce any other documents 
pursuant to FDA's new policy 
regarding business 
confidential information 
whereby FDA will no longer 
provide information reflecting 
drug production by facility. 
However, the Form 483 is not 
responsive to Apotex' s 
request in that it does not 
contain a listing of medically 
necessary drugs manufactured 
or drugs subject to suspended 
or halted production. 

To the extent the US 
continues to assert an 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



b. all Documents 
sufficient to 
identify products 
that were subject 
to that halt or 
suspension. 



the Sandoz/Novartis 
Boucherville facility's 
continued production of 
medically necessary drugs 
is relevant to the case and 
material to its outcome, 
particularly given that 
production of such drugs 
appears to have been 
intended for the Canadian 
market. See f 335 of the 
U.S. Counter-Mem. 



b. Claimants' request 
fails to comply with the 
IBA Rules. 

Claimants fail to articulate 
how the requested 
documents regarding Teva 
Parenteral Medicines 
Inc.'s Irvine, California 
facility are relevant to the 
case and material to its 
outcome. Art. 9(2)(a). 

The United States notes 
that FDA's review of the 
Boucherville facility is 
ongoing and additional 



objection based on 
confidentiality, such objection 
is not well-founded because 
the Confidentiality Order 
issued by the Tribunal 
provides adequate protection 
from disclosure. Apotex 
requests that the Tribunal 
overrule the US's objection 
and that the US be ordered to 
produce all responsive 
documents. 

Apotex believes the US's 
objection with respect to the 
relevancy of documents 
related to Teva's Irvine, 
California facility is not well- 
founded. FDA's treatment of 
Teva's facilities on an 
individual basis, rather than 
on a company-wide basis, is 
relevant to Apotex 's claim 
that Teva received more 
favorable treatment than 
Apotex. Despite significant 
cGMP violations at Teva's 
domestic facility, FDA 
nonetheless did not brand 
Teva as a company-wide 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



documents are subject to 
non-disclosure at this 
time. Art. 9(2)(b). 



offender. See Memorial 
paras. 327-334; Expert Report 
of S. Bradshaw and R. 
Johnson, para. 146. 

For the reasons stated in 
response to Request Nos. 2 
and 3, Apotex requests that 
the Tribunal overrule the US's 
objection based upon its 
subjective and undefined 
standards of relevancy and 
materiality and the US's 
application of deliberative 
process privilege and that the 
US be ordered to produce all 
responsive documents. 



36. 



Claimants 



All Documents, 
including Forms 483, 
EIRs, supervisory 
endorsements of a 
formal classification, 
recommendations and 
proposed 

classification of EIRs, 
CDER or ORA 
memoranda 
evaluating inspectoral 
findings and health 
hazard evaluations, 



Memorial, 
paras. 324- 
326, 330-334 



The requested 
Documents are 
relevant to determining 
the companies' 
remediation actions 
and the removal by 
FDA of theOAI 
classification, and to 
assessing the US's 
suggestion that FDA 
accorded Apotex 
treatment consistent 
with that accorded to 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to limit this 
request to Forms 483 and an 
update to a list of foreign and 
domestic inspections Apotex 
previously received from 
FDA. The US agreed to 
provide such a list updated 
through the present day. The 
US further agreed to produce 
Forms 483. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



and FDA' s evaluation 
of whether or not to 
re-inspect, resulting 
from FDA's 
inspections of: 



Sandoz/Novartis ' s 
Boucherville, 
Canada facility 
after the 
November 18, 
2011 Warning 
Letter; 



b. any Ranbaxy 
facility (whether 
in India or 
elsewhere) after 
the June 15, 2006 
Warning Letter; 



Teva' s Irvine, 
California facility 
after the 
December 11, 
2009 Warning 
Letter; and 



Counter- 
Memorial, 
paras. 335- 
340 



other companies. 



a. See response to request 
32.a. 



b. See response to request 
34.a. 



c. See response to request 
33.a. 



Apotex Holdings Inc. and Apotex Inc. v. the United States of America (ICSID Case No. ARB(AF)/12/1) March 15, 2013 

Claimants' Reply to Respondent's Responses and Objections to Claimants' Requests for Production of Documents Page 73 of 82 



No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Teva's Jerusalem, 
Israel facility after 
the January 3 1 , 
2011 Warning 
Letter. 



d. See response to request 
33.a. 



37. 



Claimants 



With respect to each 
annual report for the 
years 2009-2012 filed 
with FDA: 



by Teva, produce 
the sections of 
such report related 
to complaints and 
adverse event 
reports, 
concerning the 
products produced 
at Teva's 
Jerusalem, Israel 
facility and Teva's 
Irvine, California 
facility; and 



Memorial, 
paras. 324- 
326, 330-334 

Counter- 
Memorial, 
paras. 335- 
337 



The requested 
Documents are 
relevant to assessing 
the numerosity and 
gravity of such 
complaints and to 
assess the US's 
position relating to the 
complaints filed 
against Apotex. 



a. Claimants' request fails 
to comply with the IBA 
Rules. 

The United States objects 
to this request as 
overbroad and unduly 
burdensome. Art. 
3(3)(a)(ii), Art. 9(2)(c). 
The request would require 
FDA personnel to 
separately access 
hundreds of fdes to 
determine if there is any 
responsive information 
because sponsors must 
file a separate annual 
report for every product. 
Claimants' request would 
require the review and 
processing (including to 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex clarified that it does 
not seek all annual reports. 
Rather, Apotex seeks only 
adverse drug experience 
(' ADE") information reported 
to FDA relating to drugs 
manufactured at a limited 
number of facilities, which is 
electronically filed by drug. 

The US maintained its 
objection on the grounds that 
the request is burdensome 
because the annual reports are 
not filed as text-searchable 
PDF files and therefore must 
be reviewed by hand. The US 
further indicated that it would 
not produce responsive 
documents pursuant to FDA's 
new policy regarding business 
confidential information 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



redact excludable third- 
party information) of 
potentially thousands of 
pages of material. 

Additionally, Claimants 
have failed to articulate 
why the request is 
relevant to the case and 
material to its outcome. 21 
Art. 9(2)(a). The United 
States expects to produce 
redacted 483s and EIRs 
which may include 
responsive information. 

The United States again 
notes its concern that 
Claimants' request 
concerns documents 
which contain information 
that is excludable under 
the IBA Rules and subject 
to non-disclosure under 
U.S. law. See, e.g., Art. 
9(2)(b), 9(2)(e), 9(2)(f). 



whereby FDA will no longer 
provide information reflecting 
drug production by facility. 

Apotex opposes the US's 
objections and does not 
believe this request is 
overbroad and burdensome. 
Because FDA is able to 
identify the drugs produced at 
each facility, Apotex believes 
FDA can reasonably and 
easily locate the adverse event 
reports for the specific drugs 
manufactured at the specified 
facilities using this 
information. The US's 
objection that it is 
burdensome to identify 
responsive documents relating 
to adverse event reports and 
complaints is belied by the 
US's ability to identify such 
documents with respect to 
Apotex. See Counter- 
Memorial paras. 72, 82-83; R- 
20, R-31. 



US's Note: Claimants, moreover, fail to articulate how the requested documents regarding Teva Parenteral Medicines Inc.'s Irvine, California facility are relevant or material to 
the outcome of the case. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



b. by 

Sandoz/Novartis, 
produce the 
sections of such 
report related to 
complaints and 
adverse event 
reports, 
concerning the 
products produced 
at 

S andoz/Novartis ' s 
Boucherville, 
Canada facility. 



b. Claimants' request fails 
to comply with the IBA 
Rules. 

The United States objects 
to this request as 
overbroad and unduly 
burdensome. Art. 
3(3)(a)(ii), Art. 9(2)(c). 
The request would require 
FDA personnel to 
separately access 
hundreds of files to 
determine if there is any 
responsive information 
because sponsors must 
file a separate annual 
report for every product. 
Claimants' request would 
require the review and 
processing (including to 
redact excludable third- 
party information) of 
potentially thousands of 
pages of material. 

Additionally, Claimants 
have failed to articulate 
why the request is 



To the extent the US 
continues to assert an 
objection based on 
confidentiality, such objection 
is not well-founded because 
the Confidentiality Order 
issued by the Tribunal 
provides adequate protection 
from disclosure. Apotex 
requests that the Tribunal 
overrule the US's objection 
and that the US be ordered to 
produce all responsive 
documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



relevant to the case and 
material to its outcome. 
Art. 9(2)(a). The United 
States expects to produce 
a redacted 483 which may 
include responsive 
information. 

The United States again 
notes its concern that 
Claimants' request 
concerns documents 
which contain information 
that is excludable under 
the IBA Rules and subject 
to non-disclosure under 
U.S. law. See, e.g., Art. 
9(2)(b), 9(2)(e), 9(2)(f). 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



38. 



Claimants 



All Documents 
created after January 
1, 2004 regarding 
Ranbaxy's data 
integrity issue, 
including Documents: 



Counter- 
Memorial, 
para. 338 



The requested 
Documents are 
relevant to assessing 
whether Ranbaxy was 
in like circumstances 
to Apotex and received 
treatment from FDA 
comparable to 
treatment received by 
Apotex. 



Claimants' request is 
overbroad and unduly 
burdensome. Art. 
3(3)(a)(ii), Art. 9(2)(c). 

Potentially responsive 
documents concerning 
Ranbaxy's data integrity 
issue involve multiple 
agency custodians and 
tens of thousands of pages 
of documents, all of 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to limit this 
request to documents from 
January 1 , 2004 - September 
16, 2008. Despite narrowing 
the request, the US maintained 
its objection that the request 
was overbroad. The parties 
agreed that the US would 
produce Forms 483, EIRs, and 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




received by FDA 
(or by DOJ and 
now in FDA's 
possession) from 
Ranbaxy; 



received by the 
FDA (or by DOJ 
and now in FDA's 
possession) from 
third parties; or 



generated by 
FDA. 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



which must be reviewed 
for information that is 
excludable under the IBA 
Rules and subject to non- 
disclosure under U.S. law. 
See, e.g., Art. 9(2)(b), 
9(2)(e), 9(2)(f). 

The United States expects 
to produce any non- 
privileged information in 
any final agency 
determinations that exist 
concerning the data 
integrity issue. 



a. See above. 



b. See above. 



c. See above. 



the Warning Letter issued in 
2009 related to the 
Application Integrity Policy. 
The parties further agreed that 
after Apotex reviews these 
documents, it may request 
additional categories of 
specific documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




Claimants 



The criminal 
complaint prepared by 
the US against 
Ranbaxy (whether or 
not actually filed). 



Counter- 
Memorial, 
paras. 338- 
340 



The requested 
Documents are 
relevant to assessing 
whether Ranbaxy was 
in like circumstances 
to Apotex and received 
treatment from FDA 
comparable to 
treatment received by 
Apotex. 



Claimants' request fails to 
comply with the IBA 
Rules. 

The United States is not 
aware that any criminal 
complaint prepared by the 
United States has been 
filed against Ranbaxy. 
Claimants' request for 
material concerning any 
ongoing criminal 
investigations or 
preparation of any 
criminal complaint against 
Ranbaxy, to the extent 
such material exists, is 
manifestly objectionable 
on the basis of legal 
impediment or privilege 
as well as special political 
or institutional sensitivity. 
See, e.g., Art. 9(2)(b), Art. 
9(2)(f). 



Because the US has advised 
Apotex that no documents 
responsive to this request exist 
(i.e., a criminal complaint), 
Apotex does not oppose the 
US's response to Request No. 
39. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




Claimants 



All Documents 
generated by FDA, 
such as manuals, 
instructions, 
guidelines, regarding 
risk-based approach 
to determining 
whether and under 
what circumstances to 
take an enforcement 
action against a 
pharmaceutical 
company. 



Counter- 
Memorial, 
para. 337 



The requested 
Documents are 
relevant to the 
assessment of whether 
FDA followed the 
procedures and 
performed the required 
risk-based analysis 
prior to placing Apotex 
on the Import Alert. 



Claimants' request fails to 
comply with the IBA 
Rules. 

FDA's risk-based 
approach is discussed in 
numerous policy 
speeches, press releases, 
manuals, instructions and 
guidelines, all of which 
are publicly available; 
indeed the parties have 
placed several in the 
record. Art. 3(3)(c)(i). 

Additionally, the request 
is overbroad and 
unmanageable in that it 
fails to identify a narrow 
and specific category of 
documents. Art. 
3(3)(a)(ii). 

For both reasons, the 
request places an 
unreasonable burden on 
the United States. Art. 
9(2)(c). 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to limit this 
request to manuals, 
guidelines, and instructions. 
The US agreed to produce 
such documents. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 



Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 




Claimants 



To the extent 
otherwise not 
specified, all 
Documents generated 
within FDA regarding 
telephone conferences 
between Apotex and 
FDA from 2009-2011. 



Counter- 
Memorial, 
para. 169 
R-59 



The requested 
Documents are 
relevant to establishing 
the US's assertion that 
FDA engaged in 
"open, regular 
communication" with 
Apotex, outside of a 
small number of 
telephone conferences 
specifically 
enumerated in the 
Memorial, and 
Counter-Memorial. 



Claimants' request fails to 
comply with the IBA 
Rules. 

Claimants' request is 
overbroad and would 
require production of 
documents involving 
telephone calls and 
conferences concerning 
Apotex issues wholly 
unrelated to the issues 
relevant to this case and 
material to its outcome 
(e.g., any topic unrelated 
to cGMP issues at 
Etobicoke or Signet). Art. 
9(2)(a). 

In any event, Claimants 

already possess 

responsive documents, 

Art. 3(3)(c)(i), including: 

R-43 

R-45 

R-51 

R-54-56 

R-59 

R-60 

R-61 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to withdraw 
this request and not seek 
documents responsive to it. 
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Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



R-65 

R-66 

C-57 

C-93-94 

C-107 

C-179 

C-186 

C-192 

C-246 



42. 



Claimants 



All Documents 
requested by Apotex 
pursuant to the 
Freedom of 
Information Act by 
FOIA Request letter 
No. 2011-9160, dated 
December 9, 2011 
and not previously 
produced by FDA. 



FOIA 

Request letter 
No. 2011- 
9160 



The requested 
Documents are 
relevant to understand 
FDA' s inspections and 
assessments of 
Apotex 's compliance 
with cGMP, including 
whether to institute 
enforcement actions. 



The United States 
responded to FOIA 
request No. 2011-9160, 
denying expedited 
processing and explaining 
to Apotex that its request 
would be processed in the 
order received, which 
would take an estimated 
18-24 months. FDA has 
not yet produced any 
documents responsive to 
this request. Claimants 
are in receipt of 
responsive documents 
from a previous FOIA 
request (i.e., No. 2011- 
6955/No. 2012-1051). 

Because the documents 
requested in FOIA request 



During the parties' discussion 
of the US's objections and the 
scope of Apotex' s requests, 
Apotex agreed to withdraw 
this request and not seek 
documents responsive to it. 
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No. 



Requesting 
Party 1 



Documents 2 or 
Category of 
Documents 
Requested 3 



Relevance and 
Materiality 
According to 
Requesting Party 




Responses /Objections 
to 

Document 
Request 5 



No. 2011-9160 are also 
requested by Claimants in 
this case, the above 
responses to requests 1-41 
are also responsive to 
Claimants' request 42. 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



Appendix B 



Apotex Holdings Inc. and Apotex Inc. v. United States 
ICSID Case No. ARB(AF)/12/1 



Respondent's Document Requests 



1 


2 


3 


4 


5 


6 


7 


No. 


Requesting 
Party 


Documents/ 
Category of 
Documents 
Requested 


Relevance and Materiality 
According to 
Requesting Party 


Responses / Objections 
to 

Document 
Request 


Reply to 
Objections to 
Document 
Request 


Tribunal's 
Decisions 


Ref. to 
Submissions 


Comments 


l 


United Sates 


Complete, unredacted 
version of the Asset 
Purchase Agreement 
between Barr 
Laboratories. Inc. and 
Apotex Corp.. dated 
Aug. 1.2006. 


Apotex asserts that its 
"ANDAs are regularly 
bought and sold for 
substantial amounts of 
money. ..." citing to 
the referenced 
agreement. Apotex 
Memorial f 370 
(citing C-19). 


Apotex has introduced a 
heavily redacted version in the 
record, omitting any detail 
concerning the assets 
purchased. The Asset Purchase 
Agreement is relevant and 
material to Apotex 's assertion 
that ANDAs may be bought 
and sold. The Asset Purchase 
Agreement is not in the 
possession, custody or control 
of the United States and is 
assumed to be in the 
possession, custody or control 
of Apotex. 


While Apotex has no outer 
difficulty with this request, it 
objects to it on the ground that it 
could be viewed as calling for 
confidential and proprietary 
information falling within 
confidentiality obligations 
contained in Exhibit D to the 
Asset Purchase Agreement. 
Apotex cannot consistent with 
those obligations voluntarily 
disclose covered information 
without the consent from Ban- 
Laboratories. Inc. Apotex has 
notified Ban' of the pending 
request and lias sought, but not 
yet received. Barr's approval to 
disclose the Agreement. 

Absent consent from Ban - to 
disclose the Asset Purchase 
Agreement. Apotex will be in a 
position to produce the 
requested document only if the 
Tribunal so orders. 


Claimants' objection should not be 
sustained. Apotex has selectively 
produced portions of a document, 
but objects to producing the 
remaining portions on grounds that 
doing so '"could be viewed" as 
calling for confidential and 
proprietary information, as defined 
in Exhibit D. Apotex. however, 
failed to produce Exhibit D. Apotex 
should not be permitted to cherry 
pick helpful portions of a document 
and then invoke "confidentiality" as 
a bar to producing the remaining 
portions, while declining to produce 
the very confidentiahty agreement 
that would permit an objective 
detennination of Apotex 's claim 
that the information being withheld 
"could be viewed" as confidential. 

See C-19. at 1. This fact, combined 
with the Confidentiahty Order in 
place in this arbitration, militates in 
favor of disclosure, subject to 
narrowly tailored redactions of 
confidential business or proprietary 
information. 
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2 


United States 


Emails from C. Austin 
to J. Desai et al. entitled 
"FDA Inspection Day 
[XT for Days 3. 4. 8. 9. 
and 14 of the July 27- 
August 14. 2009 Signet 
Campus inspection by 
FDA. 


Apotex Memorial *J*| 
159-170. Claimants 
submitted emails from 
C. Austin to J. Desai 
and others entitled 
"FDA Inspection Day 
[X]" for Days 1 [C- 
46]. 2 [C-47]. 5 [C- 
49]. 6 [C-50]. 7 [C- 
52]. 10 [C-53]. 11 [C- 
55]. 12 [C-59]. 13 [C- 
60] of FDA's July 27- 
August 14. 2009 
Signet Campus 
inspection to support 
statements made 
concerning the Signet 
inspection. See also 
Witness Statement of 
Bruce Clark fl 28-30: 
Witness Statement of 
Jeremy Desai 41- 
45. 


Apotex has submitted partial 
evidence, failing to submit 
emails with respect to Days 3, 
4, 8, 9, and 14 of the July 27- 
August 14. 2009 Signet 
inspection. Given that these 
communications were recorded 
daily (and Apotex submitted 
daily emails with respect to the 
2008 Etobicoke inspection [C- 
33]). these emails are presumed 
to exist. They are relevant and 
material to Apotex's rejection 
of FDA's detemiination that it 
was not in compliance with 
cGMP and its suggestions 
concerning FDA's handling of 
the inspection. The requested 
emails are not in the 
possession, custody or control 
of the United States and are 
assumed to be in the 
possession, custody or control 
of Apotex Inc. 


Apotex will produce emails 
from C. Austin to J. Desai et al. 
entitled "FDA Inspection Day 
[X]" for Days 3. 4. 8. and 9 of 
the July 27-August 14. 2009 
Signet Campus inspection in 
accordance with the schedule set 
forth in the Procedural Order. 

Apotex was unable to locate a 
similar email for Day 14. 


No response required. 




3 


United States 


Apotex Inc. internal 
emails reporting on 
each day"s inspection of 
Apotex Inc.'s Signet 
Campus and Etobicoke 
facilities by Health 
Canada between 
September and 
November 2009. 




Witness Statement of 

Witness Statement of 
EdmundCarev*^^^ 

| See also 


Apotex Inc. internal emails for 
the Health Canada inspection 
are reasonably believed to 
exist, given that Apotex sent 
daily internal reporting emails 
for the May - June 201 1 Health 
Canada inspection (C-244) and 
based on the fact that Apotex 
sent daily internal reporting 
emails with respect to the FDA 
inspections (see request # 2). 


Apotex objects to this request to 
the extent that it seeks 
documents that are protected 
from discovery by the attorney- 
client privilege, the attorney 
work-product doctrine, and or 
any other evidentiary privilege 
or protection. 

Subject to and without waiving 
these objections, and to the 


No response requir ed. 





2 



Apotex Holdings Inc. and Apotex Inc. v. United States 
ICSID Case No. ARB(AF)/12/1 



Respondent's Document Requests 



1 


2 


3 


4 


5 


6 


7 


No. 


Requesting 
Party 


Documents/ 
Category of 
Documents 
Requested 


Relevance and Materiality 
According to 
Requesting Party 


Responses / Objections 
to 

Document 
Request 


Reply to 
Objections to 
Document 
Request 


Tribunal's 
Decisions 


Ref. to 
Submissions 


Comments 








Apotex Memorial 
203-05. 249. 


The emails are relevant and 
material to Apotex's rejection 
of FDA's determination that its 
facilities were not cGMP- 
compliant and its broader 
assertions concerning the 
justification for FDA's Import 
Alert. The requested emails are 
not in the possession, custody 
or control of the United States 
and are assumed to be in the 
possession, custody or control 
of Apotex. 




extent that Apotex has 
responsive, non-privileged 
documents in its possession, 
custody or control. Apotex will 
produce such documents in 
accordance with the schedule set 
forth in the Procedural Order. 
Apotex notes that, as of this 
writing (1 March 2013). it is not 
aware of any responsive 
documents that would be 
required to be withheld on the 
privilege grounds noted above. 






4 


United States 


All "Contact Reports." 
or equivalent, from 
Health Canada's 
September - November 
2009 inspection. 




Witness Statement of 
^^^^^^^^^ 

Witness Statement of 

Apotex Memorial 
203-05. 249. 


Apotex submitted several 
Health Canada "Contact 
Reports" apparently provided 
on a daily basis during Health 
Canada's May- June 201 1 
inspections (see, e.g.. C-238. 
C-243). but did not submit any 
"Contact Reports" for Health 
Canada's fall 2009 inspections. 
These reports are therefore 
reasonably believed to exist. 
The reports are relevant and 
material to Apotex's rejection 
of FDA's determination that its 
facilities were not cGMP- 
compliant and its broader 
assertions concerning the 
justification for FDA's Import 
Alert. Hie requested 
documents are not in the 
possession, custody or control 
of the United States and are 




Apotex is not aware of any 
Contact Reports responsive to 
this request. Although the term 
"equivalent is vague. Apotex 
believes that documents 
produced in response to Request 
No. 3 are responsive to this 
request. 


hi this request, the United States 
seeks documents sent from Health 
Canada to Apotex relating to Health 
Canada's September-November 
2009 inspection. As such, 
documents responsive to Request 
No. 3 would not be responsive to 
Request No. 4. Apotex should 
produce any "Contact Reports" or 
any other similar documents it 
received from Health Canada for the 
September-November 2009 
inspection. 
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assumed to be in the 
possession, custody or control 
of Apotex. 








5 


United States 


All "Contact Reports." 
or equivalent, frorn 
Health Canada's 
inspections ending on 
June 1. 2010 (Signet). 
July 12. 2010 (Signet 
and Etobicoke). July 22. 
2010 (Signet). August 
6. 2010 (Signet), and 
October 29. 2010 
(Signet), and from any 
other Health Canada 
inspection of Apotex 
Inc. facilities between 
November 2009 and 
October 2010. 


Apotex Memorial f 
208 ("hi the months 
that followed. Health 
Canada conducted 
regular follow-up 
inspections of the 
Apotex facilities. 
Health Canada 
consistently rated the 
facilities as 
'Compliant.*") (citing 
Health Canada 
Inspection Exit 
Notices for June 1. 
2010. July 12.2010. 
July 22. 2010. August 
6. 2010. and October 
29. 2010)). 


Apotex submitted several 
Health Canada "Contact 
Reports" apparently provided 
on a daily basis during Health 
Canada's May- June 201 1 
inspections (see, e.g.. C-238. 
C-243). but did not supply 
similar documents for the 
Health Canada inspections 
between November 2009 and 
October 2010. hi addition, the 
United States has reason to 
believe that Health Canada 
inspected Apotex's facilities on 
other occasions other than 
those for which it supplied 
Inspection Exit Notices. 
"Contact Reports" from this 
and other inspections are 
therefore reasonably believed 
to exist. The reports are 
relevant and material to 
Apotex's rejection of FDA's 
determination that its facilities 
were not cGMP-compliant and 
its broader assertions 
concerning the justification for 
FDA's Import Alert. The 
requested documents are not in 
the possession, custody or 
control of the United States and 
are assumed to be in the 


Apotex is not aware of any 
Contact Reports responsive to 
this request. Although the term 
"equivalent" is vague, to the 
extent Apotex believes such 
equivalents exist. Apotex will 
produce them in accordance 
with the schedule set forth in the 
Procedural Order, and further 
refers the United States to 
documents produced in response 
to Request No. 6. 


hi this request, the United States 
seeks documents sent from Health 
Canada to Apotex relating to Health 
Canada's inspections between 
November 2009 and October 2010. 

Apotex should produce any 
"Contact Reports" or any other 
similar documents it received from 
Health Canada for inspections 
between November 2009 and 
October 2010. 
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possession, custody or control 
of Apotex. 
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United States 


Apotex Inc. internal 
emails reporting on 
each day's inspection 
by Health Canada 
ending on June 1, 2010 
(Signet). July 12. 2010 
(Signet and Etobicoke), 
July 22. 2010 (Signet). 
August 6. 2010 
(Signet), and October 
29. 2010 (Signet), and 
any other Health 
Canada inspection of 
Apotex Inc. facilities 
between November 
2009 and October 2010. 


Apotex Memorial J 
208 ("In the months 
that followed. Health 
Canada conducted 
regular follow-up 
inspections of the 
Apotex facilities. 
Health Canada 
consistently rated the 
facilities as 
'Compliant.'") (citing 
Health Canada 
Inspection Exit 
Notices for June 1. 
2010. July 12, 2010. 
July 22, 2010. August 
6. 2010. and October 
29. 2010)). 


Apotex supplied daily internal 
emails for the May - June 201 1 
Health Canada inspection (C- 
244) and based on the fact that 
Apotex sent daily internal 
emails with respect to the FDA 
inspections (see request # 2). 
In addition, the United States 
has reason to believe that 
Health Canada inspected 
Apotex's facilities on other 
occasions other man those for 
which it supplied Inspection 
Exit Notices. The emails are 
relevant and material to 
Apotex's rejection of FDA's 
determination that its facilities 
were not cGMP-comphant and 
its broader assertions 
concerning the justification for 
FDA's Import Alert. The 
requested emails are not in the 
possession, custody or control 
of the United States and are 
assumed to be in the 
possession, custody or control 
of Apotex. 


Apotex objects to this request to 
the extent that it seeks 
documents that are protected 
from discovery by the attorney- 
client privilege, the attorney 
work-product doctrine, and or 
any other evidentiary privilege 
or protection. 

Subject to the foregoing 
objections and to the extent that 
Apotex has responsive, non- 
privileged documents in its 
possession, custody or control. 
Apotex will produce such 
documents in accordance with 
the schedule set forth in the 
Procedural Order. Apotex notes 
that, as of this writing (1 March 
2013). it is unawar e of any 
responsive documents that 
would be required to be 
withheld oil the privilege 
grounds noted above. 


Claimants' objection should not be 
sustained. In support of its 
Memorial. Apotex produced similar 
reporting emails with respect to 
other Health Canada and FDA 
inspections of its facilities. Apotex 
has provided no rationale for 
treating these emails differently. It 
would be unfair, moreover, to allow 
Apotex to selectively produce 
reporting emails that are helpful to 
its case, while allowing it to claim 
privilege over similar reporting 
emails, in an effort to shield them 
from production. 

To the extent that Apotex withholds 
or redacts any responsive documents 
on the basis of privilege, the United 
States reserves the right to request 
that Apotex demonstrate to the 
Tribunal that the document or 
information is privileged. 
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7 


United States 


Apotex Inc. internal 
emails reporting on 
each day"s inspection of 
the Signet Campus and 
Etobicoke facilities by 
FDA from Jan. 24 - 
Feb. 10, 2011. 


Claimants submitted 
Apotex Inc. internal 
daily emails for the 

2008 Etobicoke 
inspection (C-33). 
various days of the 
July 27-August 14. 

2009 Signet inspection 
(see, e.g., C-46. C-47. 
C-49. C-50. C-52, C- 
53, C-55. C-59. C-60). 
as well as the May - 
June 2011 Health 
Canada inspection (C- 
244). but submitted no 
similar documents for 
the Jan. 24 - Feb. 10. 
2011 FDA 
inspections. 


Given the daily record of 
Apotex Inc. internal e-mails 
from the 200S Etobicoke 
inspection, the 2009 Signet 
inspection and the May- June 
2011 Health Canada 
inspection, these emails are 
reasonably presumed to exist. 
The emails are relevant and 
material to Apotex's rejection 
of FDA's determination that its 
facilities were not cGMP- 
compliant and its broader 
assertions concerning the 
justification for FDA's Import 
Alert. The requested emails are 
not in the possession, custody 
or control of the United States 
and are assumed to be in the 
possession, custody or control 
of Apotex. 


Apotex objects to this request to 
the extent that it seeks 
documents that are protected 
from discovery by the attorney- 
client privilege, the attorney 
work-product doctrine, and or 
any other evidentiary privilege 
or protection. 

Subject to the foregoing 
objections and to the extent that 
Apotex has responsive, non- 
privileged documents in its 
possession, custody or control. 
Apotex will produce such 
documents in accordance with 
the schedule set forth in the 
Procedural Ol der. Apotex notes 
that, as of this writing (1 March 
2013). it is unaware of any 
responsive documents that 
would be requir ed to be 
withheld on the privilege 
grounds noted above. 


Claimants' objection should not be 
sustained. In support of its 
Memorial. Apotex produced similar 
reporting emails with respect to 
other Health Canada and FDA 
inspections of its facilities. Apotex 
has provided no rationale for 
treating these emails differently. It 
would be unfair, moreover, to allow 
Apotex to selectively produce 
reporting emails that are helpful to 
its case, while allowing it to claim 
privilege over similar reporting 
emails, in an effort to shield them 
from production. 

To the extent that Apotex withholds 
or redacts any responsive documents 
on the basis of privilege, the United 
States reserves the right to request 
that Apotex demonstrate to the 
Tribunal that the document or 
information is privileged. 
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8 


United States 


All "Contact Reports*' 
from Health Canada's 
May- June 2011 
inspection. 


Apotex Memorial \ 
272 n.396 (referencing 
several Health Canada 
"Contact Reports" 
apparently provided 
on a daily basis during 
Health Canada's May- 
June 20 11 inspections, 
e.g. May 24. 2011 [C- 
238]. June 10. 2011 
[C-243] and noting 
Health Canada's 
comments on FDA's 
2011 inspection). 


Apotex submitted several 
Health Canada "Contact 
Reports" apparently provided 
on a daily basis during Health 
Canada's May- June 201 1 
inspections (see, e.g.. C-238. 
C-243). but did not supply 
similar documents for the 
Health Canada inspection from 
May- June 201 1 . "Contact 
Reports" from this and other 
mspections are therefore 
reasonably believed to exist. 
The reports are relevant and 
material to Apotex's rejection 
of FDA's determination that its 
facilities were not cGMP- 
compliant and its broader 
assertions concerning the 
justification for FDA's Import 
Alert. The requested 
documents are not in the 
possession, custody or control 
of the United States and are 
assumed to be in the 
possession, custody or control 
of Apotex. 


To the extent that Apotex has 
Contact Reports responsive to 
this request. Apotex will 
produce them in accordance 
with the schedule set forth in the 
Procedural Order. 


No response required. 




9 


United States 


All correspondence. 

assessments, 

summaries. 

observations, reports or 
other documents 
produced to Apotex Inc. 
by Paul Vogel 
Consultin2 Services 


Apotex Memorial If 
228 ("Paul Vogel 
Consulting Services 
LLC assisted Apotex 
in producing a 
collective action plan 
(CAP) and a global 
quality systems 


Apotex has not provided any 
supporting materials prepared 
by Paul Vogel Consulting 
Services LLC in connection 
with its Global Quality 
Systems Revitalization 
Collective Action Plan and 
Quality Systems Revitalization 


Apotex objects to this request on 
the grounds that it seeks 
documents that are protected 
from discovery by the attorney- 
client privilege, the attorney 
work-product doctrine, and or 
any other evidentiary privilege 
or protection. 


Claimants assert that Apotex's legal 
counsel. Buc & Beardsley. LLP. 
"retained" Paul Vogel Consulting 
Services LLC to assist counsel in 
providing "legal advice" to Apotex 
in connection with Apotex's cGMP 
non-compliance. According to 
Claimants, the requested documents 
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LLC between 
September 2009 and 
July 201 1 in connection 
with Apotex's Global 
Quality Systems 
Revitalization 
Corrective Action Plans 
and Quality Systems 
Revitalization Program 
& Project Management 
Manual. 


enhancement 
program."') (citing C- 
132, C-133)). Apotex 
emphasizes that a 
large portion of the 
March 31. 2010 
meeting between FDA 
and Apotex concerned 
the corrective action 
plan. Id. T 233. 


Program & Project 
Management Manual [see C- 
132, C-133. C-230]. Apotex 
asserts that the consultant 
assisted it in preparing the 
above-referenced reports, so 
the requested documents are 
presumed to exist. The 
requested documents are 
relevant and material because 
Apotex relies on engagement 
of consultants as part of its 
"ambitious program [of] 
comprehensive cGMP 
enhancement" and as evidence 
that its plans and programs 
were consistent with FDA 
guidelines. See Apotex 
Memorial 1 234. The 
requested documents are not in 
the possession, custody or 
control of the United States and 
are assumed to be in the 
possession, custody or control 
of Apotex. 


Apotex's legal counsel. Buc & 
Beardsley. LLP ("Counsel"), 
retained Paul Vogel Consulting 
Services LLC ("Paul V ogel") on 
September 18. 2009 to assist 
Counsel in providing legal 
advice to Apotex in connection 
with Apotex's compliance with 
cGMP. Pursuant to the terms of 
the engagement, any materials 
generated by Paul Vogel were 
intended solely for Counsel's 
confidential use in providing 
legal advice to Apotex. and Paul 
Vogel expressly agreed not to 
disclose documents, materials or 
information to anyone other than 
Apotex or Counsel. Therefore, 
all correspondence or 
communications from Paul 
Vogel to Counsel and or to 
Apotex are therefore entitled to 
protection from disclosure by 
the attorney-client privilege 
and or work product doctrine. 

To the extent that Apotex shared 
with FDA certain final reports 
generated by or incorporating 
material from Paul Vogel. such 
disclosure did not constitute a 
waiver of any attorney-client 
privilege, attorney work-product 
doctrine, and or any other 
evidentiary privilege or 


are therefore protected by the 
attorney-client privilege and the 
attorney work product doctrine. 
Claimants' objection is not credible, 
for at least three reasons. 

First. Claimants' representation that 
Buc & Beardsley "retained"' Paul 
Vogel is inconsistent with 
Claimants' representations in their 
Memorial. For example, Apotex 
noted that the 'Various independent 
experts retained by Apotex." 
including Paul Vogel. submitted 
their respective reports to Apotex. 
Mem. \ 22S (emphasis added). 
Specifically. Apotex represented in 
its Memorial that Mr. Vogel 
"assisted Apotex in producing a 
collective action plan (CAP) and a 
global quality systems enhancement 
program."' documents that Apotex 
sent to FDA in advance of the 
meeting held on March 31. 2010. 
Id. «H 227-28. 

Evidence submitted by Apotex in 
support ot Us damages clauiis tor 
consulting fees further illustrates 
that Paul Vogel was retained and 
paid by Apotex. not Buc & 
Beardsley. Compare, e.g., Rosen 
Report. Schedule 12 with Rosen 
Report. Schedule 1 1 : see also 
1 l_Consulting Costs due to FDA 
import ban Sepr09-Jaml2 1 of 4 
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protection with respect to other 
materials Apotex did not share. 

Subject to the foregoing 
objections and to the extent that 
Apotex has responsive, non- 
privileged documents in its 
possession, custody or control 
that have not already been 
transmitted to the United States. 
Apotex will produce such 
documents in accordance with 
die schedule set forth in the 
Procedural Order. At present (as 
of 1 March 2013). Apotex is not 
aware of any responsive, non- 
privileged documents that are 
not already in the possession of 
the United States. 




Second, the attorney-client privilege 
is designed to protect only those 
communications between an 
attorney and Iris, her client. 
Claimants have failed to show the 
existence of any attorney-client 
relationship between Paul Vogel and 
Buc & Beardsley: rather. Paul Vogel 

wqc r^tmn^n ns. a s^frA/fP fntiviiltntit 

to Apotex. Nor have Claimants 
shown that any derivative privilege 
applies in this context. Paul Vogel 
was not retained to help Buc & 
Beardsley provide Apotex with 
legal advice, but to assess Apotex's 
cGMP non-compliance and 
formulate corrective action plans to 
address FDA's regulatory concerns. 
Mr. Vogel 's assessments were used 
to develop Apotex's corrective 
action plans — plans that were 
submitted to the FDA and used by 
Apotex strategically to advance its 
commercial interests. 

The attorney work product doctrine, 
moreover, protects only those 
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materials prepared in anticipation of 
litigation. Claimants have made no 
showing that Paul Vogel's cGMP 
consulting materials were collected 
or used in connection with any 
impending litigation. To the 
contrary, it is clear from the record 
that Mr. Vogel"s services were 
retained as part of Apotex' s effort to 
overhaul its quality systems and to 
persuade FDA that it was cGMP 
compliant, in order to request 
reinspections of the relevant 
facilities. 
















Third, although Apotex claims that 
the terms of Mr. Vogel's 
engagement stated that any 
materials generated were intended 
solely for counsel's use in providing 
legal advice to Apotex. it failed to 
provide any supporting evidence. 
But even if true. Apotex has waived 
in this proceeding any privilege by 
disclosing reports to winch Mr. 
Vogel contributed. SeeC-\32-33. 
C-230: Mem. H 228 & n.326. 
Apotex's selective and self-serving 
submission of some documents 
prepared by Mr. Vogel and not 
others is inconsistent with its 
insistence that all such documents 
are protected by privilege. 
















To the extent Claimants produce 
any documents with information 
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to 

Document 
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Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



redacted on the basis of privilege, 
the United States reserv es its right to 
challenge any such privilege 
assertions. 



10 



United States 



All quality assessments 
aiid reports, 
correspondence, 
summaries, 
observations, or other 
documents produced to 
Apotex Inc. by 
consultant Jeff Yuen & 
Associates. Inc. (JYA) 
from September 2009 
through July 2011. 
including but not 
limited to JYA's 
assessments and report 
on Apotex's quality 
systems and cGMP gap 
assessment referenced 
by Apotex. 



Apotex Memorial \ 
248 ("As recalled 
above. Apotex 
retained Jeff Yuen & 
Associates. Inc. as 
expert GMP 
compliance 
consultants."! 




Id. at 2; 
Attachment B 
(Protocol JYA-QSA- 
2009-09). at 3): C-66: 
C-230 




To date. Apotex has not 
submitted the referenced 
quality assessments or report, 
or any related correspondence, 
observations, or related 
documents prepared by JYA. 
The requested documents are 
relevant and material because 
Apotex maintains it engaged 
third party consultants in an 
"ambitious program [of] 
comprehensive cGMP 
enhancement" of its quality 
systems. Apotex also insists 
that from the inception it 
rejected FDA's detennination 
that its facilities were not in 
compliance with cGMP. The 
requested documents are not in 
the possession, custody or 
control of the United States and 
are assumed to be in the 
possession, custody or control 
of Apotex. 



Apotex objects to this request on 
the grounds that it seeks 
documents that are protected 
from discovery by the attorney- 
client privilege, the attorney 
work-product doctrine, and/or 
any other evidentiary privilege 
or protection. 

Apotex's legal counsel. Buc & 
Beardsley. LLP ("Counsel"), 
retained JYA on September 22. 
2009 to assist Counsel hi 
providing legal advice to Apotex 
in connection with Apotex's 
compliance with cGMP. 
Pursuant to the terms of the 
engagement, any materials 
generated by JYA were intended 
solely for Counsel's confidential 
use in providing legal advice to 
Apotex. and JYA expressly 
agreed not to disclose 
documents, materials or 
information to anyone other than 
Apotex or Counsel. Therefore, 
all correspondence or 
communications from JYA to 
Counsel and or to Apotex are 
therefore entitled to protection 
from disclosure by the attomey- 



Claimants' objection is not credible 
for the same reasons as explained 
with respect to request 9. 




Mem. f 248 ("As recalled above. 
Apotex retained Jeff Yuen & 
Associates. Inc. as expert GMP 
compliance consultants."). 

Exhibits to Mr.. 




To the extent Claimants produce 
any documents with information 
redacted on the basis of privilege. 
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Reply to 
Objections to 
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Request 


Tribunal's 
Decisions 


Ref. to 
Submissions 


Comments 














client privilege andor work 
product doctrine. 

To the extent that Apotex shared 
with FDA certain final reports 
generated by or incorporating 
material from JYA. such 
disclosure did not constitute a 
waiver of any attorney-client 
privilege, attorney work-product 
doctrine, and or any other 
evidentiary privilege or 
protection with respect to other 
materials Apotex did not share. 

Subject to the foregoing 
objections and to the extent that 
Apotex has responsive, non- 
privileged documents in its 
possession, custody or control 
that have not already been 
transmitted to the United States. 
Apotex will produce such 
documents in accordance with 
the schedule set forth in the 
Procedural Order. At present (as 
of 1 March 2013). Apotex is not 
aware of any responsive, non- 
privileged documents that are 
not already in the possession of 
the United States. 


the United States reserves its right to 
challenge any such privilege 
assertions. 
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United States 


All correspondence. 

assessments, 

summaries. 

observations, reports or 


Apotex Memorial J 
217. n.307 (referring 
to Apotex's 

"corrective actions and 


Apotex relies on its 
engagement of independent 
consultants such as Tiumell 
Consulting to support its claim 


Apotex objects to diis request on 
the grounds that it calls for the 
production of information that is 
neither material nor relevant. 


Although the United States is not 
requesting the documents for the 
purposes of any future damages 
phase, the United States notes that 
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Submissions 
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to 
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Request 



Reply to 
Objections to 
Document 
Request 



Tribunal's 
Decisions 



other documents 
produced to Apotex Inc. 
by Tunnell Consulting 
between September 
2009 and My 2011 in 
connection with the 
referenced process 
capability and control 
principles model. 



ambitious quality- 
control improvement 
plan" and its 
engagement of 
independent 




see also 
Apotex Memorial *f 
265 (citing C-230. 
indicating same). 



that it overhauled its quality 
systems in 2009. particularly in 
response to the FDA 483s 
issued after the 201 1 and 
Etobicoke inspections. The 
requested documents are 
relevant to Apotex's assertions 
that from the inception it 
"rejected FDA's suggestion that 
its facilities were not compliant 
with cGMP." Apotex Memorial 
r 214. that Apotex was ready 
for inspection in the fall of 
2010 (or earlier), and that 
Apotex suffered harm as a 
result of FDA's alleged delay in 
reinspecting its facilities and 
lifting the Import Alert. The 
requested documents are not in 
the possession, custody or 
control of the United States and 
are assumed to be in the 
possession, custody or control 
of Apotex. 



Neither Apotex's Memorial nor 
any Witness Statement 
submitted by Apotex contains 
any reference to Tunnell 
Consulting. The exhibits the 
United States cites in support of 
its request make minimal 
reference to Tunnell and are 
largely related to odier issues. 
For example. C-230 refers to 
Tunnell Consulting only in a 




Similarly. C- 
197. an 1 1-page letter, contains 
only one line referring to 
Tunnell Consulting. The scope 
of Tunnell's engagement 




Thus. 

Tunneirs efforts are not relevant 
to FDA's inspections or alleged 
cGMP violations. 



Claimants' objection that the request 
is not relevant or material is 

ith its damages claim 



| | in consulting fees for 

Tunnell's work. See Rosen 
Schedule 12. 

In addition. Apotex Lie's response 
to the Form 483s issued after the 
201 1 Signet and Etobicoke 
inspections specifically referenced 
the work of 




The requested 
documents thus clearly are relevant 
and material. 
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United States 



Annual financial 
statements, including 
audited financial 



Apotex Memorial 
18-24: 336-46. 



The financial statements are 
requested in order to evaluate 
the corporate structure and 



Apotex will produce documents 
responsive to this request that 
have not already been 



No response required. 
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statements, for Apotex 
Holdings. Aposhemi 
Inc.. APHI. Apotex Inc. 
and Apotex Corp. from 
and including 2008 to 
the present. 




relationships between Apotex 
Holdings, Apotex Inc. and 
Apotex Corp.. the claimed 
"investors" and a claimed 
"investment" in this case. 
Financial statements are 
requested for Aposhemi. 
because that entity is an 
intermediary company between 
Apotex Holdings and Apotex 
Coip. Similarly. APHI is an 
intermediary company between 
Apotex Holdings and Apotex 
Inc. Notes to such financial 
statements usually provide data 
on the relationship between 
parent companies (or 
subsidiaries), as well as 
commercial transactions 
between related parties. The 
United States does not seek 
quarterly and semi-annual 
financials for the purpose of 
damages, given the Tribunal's 
Order of January 25. 2013. 
Rather, the United States seeks 
annual financial statements to 
rebut Apotex 's arguments on 
jurisdiction, which partly are 
premised on the claimed 
relationships among the 
Apotex Group of companies. 
The requested documents are 
not in the possession, custody 
or control of the United States 
and are assumed to be in the 


transmitted to the United States 
in accordance with the schedule 
set forth in the Procedural Order. 
Apotex notes that it has already 
provided with its Memorial 
financial statements for Apotex 
Corp. for fiscal years 2009- 
2011. 
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Request 












possession, custody or control 
of Apotex. 
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United States 


Apotex Inc. 2006 U.S. 
tax retum(s) showing 
the U.S. taxes paid on 
any proceeds from the 
transfer in ownershjo 


Apotex relies on an 
IRS memorandum 
discussing, among 
other tilings, the 
amortization of 
AND As in support of 
its argument that 
ANDAs are 


The requested Apotex Inc. U.S. 
tax returns are relevant and 
material to its assertion that 
Apotex Inc.'s ANDAs 
constitute intangible property 
in the United States. Apotex 
Inc. lias not shown that its 
ANDA-related transactions 


Apotex objects to tins request on 
the ground that it assumes facts 
not in evidence and is based on 
unfounded legal conclusions. 
Notably, the request assumes 
without foundation that the 
transfer of the ANDAs at issue 
constituted taxable events in the 


No response required. 


















tax returns for years 
2008 through 2011 
showing U.S. taxes paid 
in connection with 
ANDA-related 
transactions. 


""intangible property." 
Apotex Memoiial ^ 
374 (citing to CLA- 
3 1 1 3 1 1 A) : see also 
Claimants' Rejoinder 
on Bifurcation J 56 
('"The record, 
however, reflects only 
a purchase of ANDAs 
by Apotex. not a 
sale."'). 


(e.g.. sale) have U.S. tax 
unplications that would be 
reflected on a U.S. tax return. 

Apotex insists that the United 
States cannot draw any 
significance from Apotex' s 
failure to show that it paid U.S. 
taxes on sales of its ANDAs. 
because the record does not 
reflect any sale by Apotex. 
The United States has learned, 
however, that Apotex 
transferre^heowiiership of 

| from 


U.S. for Apotex-Canada. 

Subject to the foregoing 
objections. Apotex states that no 
documents responsive to this 
request exist. 




























Apotex Ine/sRichnion^T_ 
















| in 2006. Counsel for 









The United States is happy to provide information concerning the change of ownership of 
with its Rejoinder on the Merits and Reply on Jurisdiction. 



and to submit that information into the record on request, or to submit such information 
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the United States is not in a 
position to obtain die requested 
documents: diey are assumed 
to be in the possession, custody 
or control of Apotex. 
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United States 


All memoranda, 
correspondence, or 
other documents 
forming the basis of 
Witness Jeremy B. 
Desai's statement 
concerning Apotex 's 
consideration of options 
to transfer 
manufacturing 
processes to third 
companies or its 
Bangalore facility 
during the Import Alert 
(i.e.. between 
September 2009 and 
July 2011). 




Witness Statement of 
Jeremy B. Desai f 89 
MWJymijidered 


The requested documents are 
relevant and material to the 
witness' statements that 
purport to explain why Apotex 
chose not to modify its ANDAs 
to allow third companies or 
other Apotex facilities to 
produce the relevant drug 
products durina the period of 
the Import Alert. The 
requested documents are not in 
the possession, custody or 
control of the United States and 
are assumed to be in the 
possession, custody or control 
of Apotex. 


Apotex objects to this request to 
the extent that it seeks 
documents that are protected 
from discovery by the attorney- 
client privilege, the attorney 
work-product doctrine, and or 
any other evidentiary privilege 
or protection. 

Subject to the foregoing 
objections and to the extent that 
Apotex has responsive, non- 
privileged documents in its 
possession, custody or control. 
Apotex will produce such 
documents in accordance with 
the schedule set forth in the 
Procedural Order. Apotex notes 
uiat, as of this writing ( 1 March 
2013). it is unaware of any 
responsive documents that 
would be required to be 
withheld oil the privilege 
grounds noted above. 


Apotex has not demonstrated why 
the requested documents would be 
protected by the privileges it asserts. 

To the extent that Apotex withholds 
or redacts any responsive documents 
on the basis of privilege, the United 
States reserves the right to request 
that Apotex demonsuate to the 
Tribunal that the document or 
information is privileged. 
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